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Ms. Christina M. Swick
Agent for,

Tonics, Inc.

3039 Washington Pike
Bridgeville, PA 15017

Mail to: Lewis & Harrison
122 C Street , NNW., Suite 740
Washington, D.C. 20001

Subject: HY gene
EPA Registration Number 35900-2
Your Amendment Dated J ulIX I15™ 2005
EPA Received Date July 27", 2005

The notification referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act(FIFRA), as amended, to update the basic
Confidential Statement of Formula to include an additional production facility, is acceptable.

Your notification has been made part of the permanent record for this file.

If you have any questions concerning this letter, please contact Karen M. Leavy-Munk at

(703)-308-6237.
A
AT,

Marshall Swindell ~

Product Manager 33

Regulatory Management Branch [
Antimicrobial Division(7510C)

Sincerely,




L EW l S E; 122 C Streol, N.W., Suite 740
Washington, D.C. 20001

HARRISON iumsiie==

Consultants In Governmant Affairs

July 185, 2005 HAND DELIVERED

Office of Pesticide Programs
Antimicrobial Division

Document Processing Desk (NOTIF)
Room 266A, Crystal Mall 2

1801 South Bell Street

Arlington, Virginia 22202

ATTN: Marshall Swindeli
Product Manager, Team 33

SUBJECT: Ionics, Inc.
HYgene Bacteriostatic Water Filter Media (EPA Reg. No. 35900-2)
Notification of Revised CSF

Dear Mr. Swindell:

As agent for Ionics, Inc., [ am submitfing a notification to update the basic CSF for HY gene
Bacteriostatic Water Filter Media (EPA Reg. No. 35900-2). The new basic CSF includes an
additional production facility. lonics, Inc. affirms that the beginning materials, manufacturing
process, preliminary analyses, and other product chemistry data remain unchanged.
Accordingly, the nominal concentrations, upper, and lower certified limits for the active
ingredient and all impurities are identical to those which appear on the currently approved CSF.

The following documents are enclosed to support this notification:

1. Application for Pesticide Notification (OPP ID No. 296849); and,
2. Basic Confidential Statement of Formula (CSF) dated July 15, 2005,

If you have any questions and/or comments, please feel free to contact me at 202-393-3903 x16
or cswick@lewisharrison.com.

Sincerely yours,
Mnndateono, - Auvmcle e

Christina M. SMCR LI
Agent for Jonics, Inc. *

Enclosures .




Form Approved, OMB No. 2075-0080, Approval expires 05-31-88

Please read inslruclions on reverse before complaling form.
2 United States ] Registration CPP ldentifier Number
w E PA Environmental Protection Agency [ Amendment 206849
Washington, DC 20450 3 Other: Notification
Application for Pesticide - Section |
t. Company/Product Number 2. EPA Product Manager 3. Proposed Classification
35900-2 Marshall Swindell
4. Company/Product (Name} PM# ;
HYgene Bacteriostatic Water Filter Media Team 33 x None D Restricted
5. Name and Address of Applicant (include ZtP Code} 5. Expedited Review. |n accordance with FIFRA Section 3(c)}(3)
lonics, Inc. (b)(1), my product is similar or identical in composition and !abeling
3039 Washington Pike to!
Bridgeville, PA 15017 EPA Reg. No.
PLEASE SEND ALL CORRESPONDENCE TO
HCONTACT POINT™ LISTED BELOW Product Name
Check # this is a now address
Section - 1l
D Amandmeant ~ Explain below. r__] Flnat printed labeis in response to Agency letter dated
[:l Reszubmigsion in response to Agency letter dated D “Me Too” Application

E Nofification - Explain below. D Other - Explain below

Explanation: Use additionat page(s} if necessary. (For Section | and Section I1.}

Notification of Revision of CSF in Accordance With PR Notice 9810
This notfication is consistent with the provisions af PR Notice 98-10 and EPA regulatians ot 40 CFR {32.46, and no other changes have been mads 1o the labeling or
the confidential statement of formula of this product. |urmdersrand that it Is o violation af |8 U.S.C. Sec. 1001 1o wilifully make any false storement ta EPA. 1 further
undersrand thar if this nofificalian is not consistens wirh the terms of PR Notice 98-10 and 40 CFR 15246, this product may be in violation of FIFRA ond 1 may be
subject lo enforcementoction ond penafties under sections 12 and 14 of FIERA.

Signature: rnsndoinna, WL, Apaie Date: 7/18/0% i
Section - i
1. Material This Product Wili Be Packaged In:
Child-Resistant Packaging Unit Packaging Waler Soluble Packaging 2. Type of Conlainer
Yas* 1 Yes [ Yes 1 Metal
™ [ No O e 1 Plastic
f"Yes No. per i *Yes" No. per [ Glass
*Certification must Unit Packaging wgt. conlainer Package wygt. container D Paper
be submitted {1 omer.
. 3. Location of Net Contents information 4. Size(s) Retall Conlainer 5. Location of Label Directions
[:I Labyel i:l Containes D On Label
On labeling accompanying preduct
6. Manner in Which Labal ls Affixed te Product Lithograph £ Other
{71 Papar glued
[ Stenciled
Section - IV i
1. Contact Point (Complate itoms diractly balow for identification of individual lo be confected, if necessary, lo procass this appiicalion)
Mame Title Telephone No. (Include Area
Chiristing M. Swick, Lewis & Harrison Agent for fonies, Inc, Code}
122 C Street NW #740, Washington DC 20001 202-393-3903 (ext. 16)
Certification 6. tatesAmplication
| tartify that the statements [ have mada on this form and all attachments thereto are trua, accurate and compiete. | Recefibd
acknowledge that any knowingly false or miglaading statement may be punishabla by fing or imprisonment or both (Stampedf**s
under applicable law. e * *
2 Signature - 3. Title . At
. . H [ K 2 ] L ] *e
(s hacle Agent for lonics, Inc. .2 vonns
4. Typed Name 5. Oate . enses’
Christine M. Swick, Lewis & Harrison July 15, 2005 RLITN
[ 112
EPA Form 8570-1 (Rev. 8-94) Provious editlons are obsclete White- EPA Flie Gopy (orlglnal}. .Ya.ilm.w- Applicant Gopy
*w [ ]
Lo




M Linited Stataa aag!stration OPP identifier Number
wEPA Environmental Protection Agency Amendment 296849
Washington, DC 20480 Other
Application for Pasticide - Section |
1. Company/Product Number 2. EPA Produot Manager 3. Propossd Clasaifiestion
4. Company/Produot (Neme) PM# D"“" D Restricted
B. Name and Address of Appliosnt finciude ZiP Code) 5. Expadited Review. In accordance with FIFRA Section 3(ci3)
(bHi), my product is similar or identicai in composition and iabaeiing
to:
EPA Rey. No.
DM#Mizamwa‘d&m Product Name
— e s
Seaction - li
D Amendmant - Expisin bslow, Final printed labsle In response to
Agency lstter dsted
D Rasubirdssion In response te Agsnoy lettor dated ..o D "Me Too™ Application.
‘j Notifioation - Explein below, D Other - Expluin below.
Explanntion: Use sdditional pageis} if necessary. JFor seotion | end Seotion i)
Section - Ill
1. Matetial This Produst Wil Ba Packeged in:
Child-Resistant Packaging Unit Packaging Watsr Soluble Paaliaging 2. Type of Container
B Yoo® O E Yes Motel
Plestio
e No No Glasa
# "Yoa" No. per if "Yes" No. par Paper
¢ Cortification must | (nit Packaging wot. oontainer | Package wgt , conteiner Other (Speciyl
» Locetion of Net Contents information 4. Sizelo) Rotall Containor 5. Location of Label Dirsctions
| On Labsl
D Labet D Contalnar i On Labsling sonompanying product
8. Manner in Which Labsi le Affixed to Produot ithagraph [ other
Gtoncied .
Section - IV
1. Contaot Point {Completa items directly below for identification of individusl to be contected, if ary, fo pt thiz applicetion. }
Name Fitle Teiephana No. iinclude Arae Codel
"TEY L]
Certiflcation &. DAY Ppplicaiion
i sortity that the elatamente § hava mada on this form 8nd afl attachments theroto are trus, sccurote and coirpiots. Repeived . Luue
| scknowisdge that eny knowingly felse or mislesding etatemant may be punichable by fine or kvpricanment of se  (Stamped)” *
bath under appliceble law. T P
[ ] [ ]
2. Signature 3. Tide see 2 .
e ([ Z 1R 2]
[ ] *e :l [ ]
L X 2 1]
4. Typed Nema E. Date seen
s fes
L] [ BN
L 2 L ]
4

EPA Form 8570-1 {Rev. 8-34] Previous editione aro obsoleta. Whita - EPA Filo Copy {original} Yetlow - Applleant-Lopy




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

AW E Public reporting burden for this celleetion of information is ssiimated o averaga 0,85 hour per
reEponsa, emluxsmg m—m far ramwms emu ching susting deta esurces, gathering and mzinteining ths data nesded, end compisting and
raviewing the collaotion of inlormation. Send comyilents regarding the burden estimate of any othat szpect of thiz colisotion of Information, inskuding
suggestions Tof reducing thie burdsn, to CHef, Information Policy Brenck, (2138), LS. Smirenmental Protecton Agensy, 401 M Strest, W,
Washington, DG 20480,

INSTRUCTIONS: This for Is to be used for ol applicstions for new registration, and use retegistretion, sinsndment, regubmission, to spplicstions
for notifications, final printed lsbeling, reregistration, ste. In ordsr to process on Eiplication for & naw registreiion submitied on thia foms, the
fellowing maotenad must scomrpany the epplication:

1. Certifiostion with Resssot to Citation of Dats {EPA Forrm £570-28). I not exemptsd by 40 CFR 182,81 (b} (43

2. Confidential Statecrant of Forrmile {(EPA Fonn 8570-4);

3. Formuistor's Exemption Stetement (EPA Farm BE70-275;

&, Five coplee of draft isbeling:

5. Theoo coples of any date submitted;

8. Authorization lotter whare applinabls;

7. Mstrices where eppliceble.

Submizsion of habang - Lebsling should first b eubmirted In the form of dreft iabels with s spplcations for now registrstion. Sush draft Jzbels mey ba
in tha forem of typed label taxt on 8.5 x 17 inch peper for cubrningion or o moskup of the propoesd lebel. if prepared for mookus, H should be
constructad in @ way se to faciiitete steregs Ih en 8.5 x 11 inch file. Mookup lebels significantly ematler then 8.5 x 11 Inchos should be mounted on 8.5

% 11 Inch pepaer for submiszion, 4
Subriezizn of Date - Date submitted In support of this spplication must be submitted in socordenca with PR Motice 86-5.

i i HiS. Plosee recd the instructions Feted balow before compliating thie spplicetion. First determing the type of registrgtion
@s‘:tmn, ksmi n &o@k & for which you ere submitting this epplioation. For applicstions submitted In connaction with New Reglotigtion satons, Sectie
| 1, and IV must bo comgpiated by the epplicant. For spplications submitted n cennaction with emended roragistration ectiona, recubmisaions,
notifications, forapizirations, ets., Sectonz L, Ii, snd IV muet be complated by the spplicent.

Biook A - Chetk the sppropriste acton for which you are eubmitting this form.

SECTION |- Thio ceqtion muzt be completed, ae applioshis, for &lf ragletzation astiens.

t. CompenyiProduct Number - Ingeft your Company Mumbar, if ons hae been assighed by EPA. This number may have beon sesigned to you o8 o
besic registrenm, o distributor, or 22 an esteblinlenent. if veur product ls registersd, Inzert the Product Rumbasr.

3. EPA Produst Menager - if knowa, fil In the neme and PM rumber of the EPA Preduct Manager.

3. Propoasad Claselfication - Specify the proposed elzesification of thiz produnt.

Product Nama - Entar the complote srodust nams of this pesticide &8 it will eppoesar on the Jzbel. The name muat be spscific to thia predust oaly.

Duplication of namet iz not permittsd wraong products of the seme compeany. Do not inglude eny brend name or compeny fne designstions.

5. Namas and Addrass of Applicant - The nams of the firm or person snd eddrage shown in your epplioption ia the pargen of firm to whom the
repintration will be lesued. H you ere acting in behalf of encther party, you must submit suthorizotion from that panty 1o oot {or them in rogistration
mattars, Aa eppficant not rseiding in tha United States muet heve en suthoedzsd egent residing in the United Statee to act for them in ol
registration matters. Ths name and complets malling eddresz of such =n sgent imuet accompany thiz epplicetion,

6. Expaditad Review - FIFRA goction 3 (¢} 3 (8} provides for aupsditsd roviews of epplicationa for regisuwation, or amendments to existing regietrations,
thet ore eirniler of identice! to othar pesticide produsts that ere eutrently regivtered with the EPA, In order for your epplication to be ohigible for
axpedited revisw, you must provide us with the EPA Registretion Number and product neme of ths product vou bellave [g simller to or identics! to
your product, The prodoest must be simier o identical in both forrnulation and Jebeled ysae. .

SECTION i - This saction must ba completed for ol epplicetions eubmitted to emend the rsgiattstion only of a eurrently registared protuat
(Amandrmant}, for & resubmineion In respones to en Ageney lettar, for muﬁoaﬁom to the Agency, for the aubrrission of fing printed labeling, for
rersgistration and for any other ection thet pertaing to a gpacific EPA e orpduet. This seotion is not 1o be ueed for o now application for
regitration.

Bubjact of submisslon - Chack the epplicable block end provide the Agency letter data If epproprists. Provide a brisf sxpienstion of the purpess(s)
for the eubmission, suzh ge “the addition of @ slte, pest or crop {specify)”™; "ameand the Confidontict Statement of Formuda by..."; “reregistration
submission™; "genere! Ishel revision of use directions.” Attach a espearsts page M additionsl spece is needed.

»

SECTION HI (Packeging and Containss information) - This Sectlon must be completsd for 2l spplicstions submitted In sonnagtion with new
tegistration of apphsehls smerndements.
1. Typo of Packsging - Check the appropriste blook If vour product will be packeged in the Indicsted psckeging typss,
Indicete the zizo of the individue! beckets and numbaer per reteil sontziner,
2. Type of Retzll £onwirer - indiogte type of conteinar In which product wiil be morketad,
3. Locstien of Nef £hntents - indicate tha locstion of the nst contants Inforrmation for veur predust.
4. Bizaia) of Rotedl Conislngr - Spacify the net contonte of aff retedl conteinarg for your product.
5. $ofate of Use Pirepfiona - indicate the location of the ues directions for your preduct.
6. Meppgrin whith ibaBls aifixed to produst - Indicated the method product izbel iz atteched to rateit container.
[ ] L

- L1 ] ]
§§§ 9] is !a 3% (Ceg&ct Peint} - This Ssction tnust bo scmplsted Tor o] applications for Registrstion sctions, i.e., now products registration,
resMympluion, 'nwtog,' reragistretich, ate,
5. Self-wxpicnsiprpes
8. EPA Usa Qﬁlwoao
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UNITED STATES ENVIRDHMENT AL PROTECTION AGENCY

JUL © 5 2005

Lewis & Harrison, Agent for
lonics, Inc. ]

122 C Street NW, Suite 740
Washington, DC 20001

Attention:  Christina M. Swick

. Subject: HY giene Bacteriostatic Water Filter Media
EPA Registration No. 35900-2

Amendment Application Date: April 21,2005
EPA Received Date: Aprif 22, 2005

The amendment referred to above, submitted in connection with registration under
the Federal Insecticide, Fungicide and Rodenticide Act, as amended, to add alternate
- sources of inert ingredient is acceptable.

’ The revised alternate Confidential Statement of Formula (CSF) dated April 22, :
2005, is acceptable. Itisin compliance with 40 CFR, Part 158.175 and PR Notice 91-2, it
agrees with the label. This information has been placed in the subject product file..

. | 1f you have any questions concerning this letter, please contact me at 703-308-
‘ 6341 or Portia Jenkins at (703) 308-6230. ‘

Sincerely yours,

shall Swindell

Product Manager (33) ,
Regulatory Management Branch 1
Antimicrobials Division (7510C)

ety SoncuRncE
DATR )I
ki : Priniod o Racyciod Peper : OPRICIAL FILE COPY

US, Govorresont Prindny Ofioy: 100 =« ED-SMMIETY




*Claimed confidential by submitter*
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Form Approved, OB No. 2070-0050, Approval expires 05.31-98

Please read instructions on revarsa before complefing form.
£% United States [ Registration QPP |dentifier Number
\‘f’ EPA Environmental Protection Agency g Amendment 206986
Washington, DC 20460 ] Other

Application for Pesticide - Section |

2. EPA Product Manager
Marshall Swindeli

1. Company/Product Number 3. Proposed Classification

35900-2

4. Company/Product (Namae} PM# v .

HYgene Bacteriostatic Water Filter Media .| Team 33 None D Restiicted
6. Expedited Review. In accordance with FiFRA Section 3{c)(3)

5. Name and Address of Applicant finclude ZiP Code)

fonics, Ine. (b)({1), my product is similar or identicat in composition and labeting

3039 Washington Pike to:

Bridgeville, PA 15017 EPA Reg. No.
PLEASE SEND ALL CORRESPONDENCE TO '

“CONTACT POINT” LISTED BELOW Product Name

D Check if this is a ngw addrass

Section -}

!: Final printed labels in jesponse fo Agency lettes daled
!: “Me Too” Application
D Other - Explain below

E Amendment ~ Explain below.
'D Resubmission in response to Agency letter dated

D Notification - Explain below.
Expianation: Use additional page(s) if necessary. (For Section i and Section il.)

Minor Formulation Amendment to add
Additional Sources of Inert Ingredient

Section - lil

1. Materal This Product Will Be Packaged In:
Child-Resistant Packaging Unit Packaging Water Soluble Packaging 2. Type of Containe;
[ ves [] Yes [] Yes (] Metal
[] no [ No [ o D Plastic
e I Yes” - No. per If “Yes" No. per Glass
*Certification must Unit Packaging wgt.  container Package wat. containes L]
¢ submitted L] paper
l ‘[ other (specify)
3. Location of Net Contents Information 4, Size(s} Retfail Container 5. Location of Label Directions
D Label D Container D Cn Label
D On tabeling accompanying product
8. Manner in Which Labet is Affixed to Product [ tithograph [L] Cther
[ Paperglued
] Stenciled

Section — IV

1. Contact Point (Completa items directly befow for identification of individuat to ba contacted, if necessery, fo process this application}

Name Title Telephone No. (Include Area Code)
Christina M. Swick, Lewis & Harrison, Agent for Ionics, Inc, 202-393-3903 x16
122 C Street NW Suite 740, Washington DC 20601 T
Certification 6. Date APphigation
t certify that the statements [ have made on this form and all attachments thereto are true, accurate and complete. | Receiv@d*e
acknowledge that any knowingly false or misleading statement may be punishable by fine or imprisonment or both *{Stamped)
under applicable law. - e e .
2. Signature . 3. Title . * .t
Brmakiva Y Aurele Agent for Tonics, Ine. eyt s e
N e ™ .
4. Typed Name 5. Date seede s Tt
Christina M. Swick, Lewis & Harrison Aprit 2t, 2005 sands” .

EPA Form 8570-1 (Rev. 8-84) Previous editions are obsolete White- EPA File Copy (orfginall Yellow- Agglicamt Copy

LR




o~ United Statan Reglstratlon OPP identifisr Number
WEPA Environmental Protection Agency Amendmaent 296986
Washington, DC 20460 Oth
ar
Application for Pesticide - Section |
1. Company/Produst Numbar 2. EPA Product Menager 3. Propoxed Claseification
4. Compeny/Produat (Neme} MY D""’"‘ D Rostricted
6. Name and Address of Applicant finciuds 2iP Codel 6. Expedited Reviaw. (n accordance with FIFRA Section 3{c}(3i
{hi{i), my product is similar or identical In composition and inbaling
to:
EPA Reg. No.
Dt’-‘!lockl?ﬂu‘shamw addrezs Product Name
st R A
Section - Il
D Ameandmant - Explain bsfow, Final printed iabsels in response 10
Agency ietter doted
g Resubsrdmsion In rosponse to Aganay lattor deted ... eereem i D “Ma Too" Application.
D Notifioation - Explsin below. D Othet - Expisin bslow.
Explanation: Uso edditona! pegais} If necsesary. {For eeotion | snd Soction L.}
Section - I
1. Material This Product Wil Be Packsged In:
Child-Rasintent Peckaging [ Uit Peokaging Weter Soluble Packeging 2. Typs of Contasiner
H Yeo* Yos B Yon Matel
Pisstic
No No No Gicsa
" “Yes" No. pat it "Yeos" No. por Papar
s tion must | yns Packaging wgt.  contsiner Poskege wyt , container Othar {Specity)
3. Location of Net Contenta information 4, Size(s} Rotsil Container 5, Locoton of Labsi Dirsctions
) On Labad
D Labe? D Conteiner On Labsling soonmpanhying produot
6. Mannar In Which Label is Atfixed to Product Lithograph (] otver
Papar glusd
Stencilad
Sectlon - IV
1. Contoct Point {Compilate jtems directly below for ideniffication of individual to ba contected, if nscessery, to process thiz spplication.)
Nemo Title Teisphone No. (include Argo Code}
[ TYY]
b »
Certification 6. Dajg ppplicetion
i cortify that the statements | have mede on this form end sll attachmente thareto are trus, accurate end complote. Sppived
i soknowisdpe that eny knowingly felas or miziasding statement may be punishsble by fine or mnmmnf apden iStamped}
both under spplicable law. e
s .
2. Signatusre 3. Yide ‘"!::: :. oo
>
veses . %
LXIIY) .
4. Typed Nama 5. Date uu
..l.
* ooy
't 19

EPA Form 8570-% {Rev. 8-84) Prewom editions are chsoiste. Whita - EPA Flin Copy {ariginal] Yallow - Aapﬁu{n('&opy




reeponee, 1m§udmg Hime fw mwsmng m&thchng edeting dets gourses, gsthering &nd meifteining the dets needed, and comgilenng and
rsviewing the collection of infermetion, Send comyRants regarding the burden sotimate or any other aspsct of this oolisation of Infarmaton, including
suggestions for reducing this burden, to Chisf, Informgtion FPolicy Braneh, {2138], .8, Envhicrenentel Protection Agarcy, 401 M Strest, BW,
 Weshington, DC 20488,

INSTRUCTIONS: Thie form in to be used for all applications far now ragietration, end use feregistration, amandment, resubmsseion, to applications
for notifications, fingl printad labeling, revegietration, ste. In order to protess an appligation for a now registrstion submitied on thie form, the
foliowing mztaniad must socompany the epplicatien:
" 4, Certification with Respect to Citation of Dete {EPA Fusmy 8B70-28), [if not exsmpted by 40 CFR 152.81 @) il

2. Configsents Stetement of Forrnuda {EPA Form B570-4);

32, Formulstor's Exeenption Staterment [EPA Form B570-271;

4, Fva coples of draft lebeling;

g, Theros coples of eny dete submitted;

&. Autherizption fatter whero applioshla;

7. botriges whete epplicebla,

Submigsicn of Labelng - Labaling should firet be eubmitted In the form of deaft izbels with o) applications for naw regiatmtion. Such droft labels may be
in the forn of typed label taxt on B.5 x 11 inch peper for submission or o mashud of the proponed lobel, If prepered for mockup, it should be
constructed in a way a3 to {acliitate storage In on 5.5 x 11 inch fila. Mockup labele significently emeller than 2.5 % 11 inches sheuld be mounted on 8.5
% 11 lach pepet for eubwnission.

Subriseion of Dats - Dats submitted In support of this application must bs submitted in sccordarce with PR Notice B8-5.

EPECIFIC INSTRUCTIONS: Plesse road the instructions listed balow bafors completing this epplicetion. First daternine tha type of w;gsnué’
gation, Hsted in Black A&, for which you are vubmitting tis eppiication. For appiications submitted In connssiien with Maw Regiatration sctions, Ssctions
I, 1, end 1V st be comploted by the anplicant. For spplicstions submitted In connectfon with emended rersgistration actions, resubmistlons,
notifications, rersgietrations, ato., Ssctions L, {l, end {V must be completed by the applicant.

Block A - Chack the sppropriste aetion for which you are subimdtting thiz form.

SECTHIN 1. Thio esction must bs completed, os spplicelts, for ol registration egtions,

{. EGompany/Product Numbsr - Inzert your Compeny Humber, if ona has been eszigned by EPA. This number may heve been susigned toyou es &
becic rgistrant, e distdbutor, or 28 en establishmant, If your produst 1a ragistersd, Insert the Product Bumber.

2, EPA Product Banager - If known, fill In the neme and PM number of the EPA Product Mansger,

3. Proposad ClessHication - Specify the proposed claesification of this produet.

4. Predust Meme - Enter the complate produst neme of this peeticide as it will pppapr on the labef. The neme mugt be epasifio to this produst only.
Dupliczdon of namas {8 not permitisd smong products of the seme cormpany, Do not inciude any brend neme of company fins designstions,

&, Neme end Addresa of Applicant - The name of tha firm or parson erd addrese chown in your appliostion iz the perean or firm to whoem the
regigtration will ba jssved. If you are scting in behelf of snother party, you must submit sutharization frem thet party to ast fer them In reglatration
matters, An epplicant not reslding in the Unlted States must have an authorized sgant residing In the United States to act for them in off
repistration mettera. The nems end comiplote mailing eddreze of such en sgent st scoempany thiz epplication,

§. Expedited Review - FIFRA cection 3 {o) 3 {B) provides for expeditsd review of appieations for registration, or pmendments to exdsting registrations,
that are civiélar or identfed to other pesticide products that ere cumenily regiztered with the EPA. In order for your applicetion 1o be oligihls for
expedited revisw, you MUt provide ug with the EFA Registretion Number and preduct neams of the predust vou belisve 1o eimiler w or identics!
your produst, The product must be gimiler or identical In both fermulation end lebeled ugza.

SECTION {l - This secton must ba complated for &l spplications submitted to amand the rspiztration only of & currenty registersd produat

{Amendmant), for o rezubmigzion In responss to en Apgancy lotter, for mﬂﬁeauom to tha Agenty, for the subrmission of fingl printad leballng, for

reregistretion end for ony other sction that parteins to a gpasific EPA-replet uet. This seotion io pot 1o be used for o new sppticetion for

regiztretion,

3, Subjact of submiselion - Check the sppliceble blosck and provide the Agency lotter dete if eppropriote. Provide o brief explenstion of the purpeseis)
for the submission, such 83 “the sddition of a elte, pest or crop {apecily)”; “emend the Confidentisl Statemant of Formula bv...”; "reregistration
subisgion®; “genere] labed revision of use dirsctions.” Attech e sepereta pege if sddiions! epeca io needed,

SECTION {1l tPackeging and Containsr Information) - This Saction must be completed far oll epplications submitted in coansetion with new
registration of spplisshls amendmants,
1. Type of Packeging - Check the eppropriste block if your product will be peckeged in the Indiceted peckaging typus.
indicete the gitd Bfihe individual packety end number pef reteil pontsiner,
Type ol Raugm: - indicate type of cantainsr In which preduct will be merketed.
. Losaticn of W Qentente - Indicats the lpcation of the net contonts inforrmation for vour produst.
Shale) of Hetadl Coeseiner - Spocily the not contents of of relall conteiners for your progdust.
. Loesticn of Uae Plections B the loeation of the uge directions for your paduet,
. Manner in whiqt iahd I efileed to grmzﬁ « Irificated the mathod pmduei lzbet 1z stteched to retall contsinar.,
Y1 IR
SECTION (VY {c@w}’mnﬁ 'Sh: Sacton rust be somyloted for ol applications for Rugistration sctiong, Le., naw producte regististian,
resubenission, *mdjgd” }nwg:n.ui%mhtc

1-8. Selt-explanstory. ssses
6. EPA Usa Oniysess
3114
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FRCES OF INERT INGREDENT

FORMULATION AMENDMENT TO ADD ADDITIONAL
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20480

April 28, 2005
OFFICEOF
PREVENTION, PESTICIOES AND
TOXIC SUBSTANCES

CHRISTINA M. SWICK

LEWIS & HARRISON, AGENT FOR
TIONICS, INCORPORATED

122 C STREET N.W., SUITE 740
WASHINGTON, D.C. 20001

PRODUCT NAME: HYGENE

COMPANY NAME: IONICS, INCORPORATED
OPP IDENTIFICATION NUMBER: 296986

EPA FILE SYMBOL: 33900-2

EPA RECEIPT DATE: 04/22/05

SUBJECT: RECEIPT OF AMENDMENT

DEAR REGISTRANT:

The Office of Pesticide Programs has received your application for an amendment and it
has passed an administrative screen for completeness.

During the initial screen we determined that the application appears to qualify for fast
track review. The package will now be forwarded to the Product Manager for review to
determine its acceptability for fast track status.

If you have any questions, please contact Antimicrobials Division, Risk Management
Team 33, at (703) 308-6341,

Sincerely,

Front End Processing Staff
Information Services Branch

Information Resources and Services Division

16




OR FORMULATION AMENDMENT TO ADD ADDITIONAL
OURCES OF INERT INGREDIENT
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for Serv

ice

This package includes the following | for Division

__INew Registration 0 RD
Amendment = AD
_IWaiver Request and type [J BPPD
[1100% D50% [OIR4 OMinor O Fed/state Risk Mgr. 332
/&eceipt Nos. S- 777 557
!PA File Symbol/Reg. No. 2550 —~7
Pin-Punch Date: o D2 g5

Xl This item is NOT subject to FFS action.

Action Code:

Parent/Child Decisions:

Requested:

Granted:

Amount due: §

(1 Voluntary Payment Request % Reduction

Reviewer: ;{/Zwa,/ /7 /&4 Date: %&/&5

Remarks: (s back if nceded)

FFS cover sheat revision 5D
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DECISION PKG. NO. @ (GO SUBM. DUE DATE ‘.&% eI a5
SUBMISSION BAR CODE # "7'77/ Qg’? RevIEWER [~ S@M k. 75

CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS

FILE SYMBOL/REG NO.JQ'?JCQ'_,_;} M_Z5 ACTION CODE 3‘7‘5A

DESCRIPTOR FQPA NFQPA
f ] CHILD RESISTANT PACKAGING: I ] REQUIRED { ] NOT REQUIRED
REGISTRATION TYPE: { ] CONDITIONAL [ 1 UNCONDITIONAL f ] RESTRICTED USE
DATE ON ADPLICATION EPA RECEIVE DATE PM RECEIVE DATE
. Ol 1 2 1 05T _Qféf_ﬁg__! gs” U1 D8 108~
METHOD QOF SUPPORT FORMULATORS BXEMPTION
£ } CITE-ALL f ] SELECTIVE { [ susMITTED { | NOT SUBMITTED
[ ] NOT SUBMITFED [ } N/A [ 1 ®/A
REVIEW[S} REQUESTED DATA DATE DUE DATE
PACK # SENT DATE RETURNED
CHEMISTRY i{ 3 i
EFFICACY it 3 HE
ACUTE TOX. i 1 1§
RASSB TOX. 1{ I ¥l
ENVIRON. PATE 1i it | R
FISH/WILDLIFE 1 1 I
OTHER: : 1§ 11 ¥i
STATUS
RESPONSE CODE RESPONSE DATE
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DP#  {318508)

Reglstralion:

Company.

Risk Manager

Risk Manager Reviower:
Sent Date:

Type of Regiatration:

Action Dasc:

Ingredients:

Expadite:

DP Ingrediant:

DP Title:

CSF Included:

Assigned To
Organization: AD/PSB

Decision # 358602

DATA PACKAGE BEAN SHEET

Date: 62-May-2005
Page 1 of 1

* * * Registration Information***

35500-2 » HYGENE

35800 - IONICS, INCORPORATED

RM 33 - Marshali Swindeli - (703) 208-6341 Roormw CM-2 308H
Portin Jenking PJENKINS

Product Registration - Ssction 3
(345) FORMULA CHANGE; TECHNICAL;

072001, Sitver(1.06%)

Edited Due Data:

** * Data Package Information ***

3 Yes @ No

072501, Sliver

Label Inciuded: ' Yos @ No Parant DP #:

s Yen &) No

Daln In

Taam Name: CTT ..

Negotiated Due Date:

°riewer Ngma: ~

Contractor Name:

** * Studies Sent for Review ** *
No Studios

*** Additional Data Package for this Decision***
No Addiional Data Packages

*** Data Package Instructions ***

Product Chermistry Raview

Action Code 345

§. No. 777885, D. No,

56602

Adm Due Date 07-21-05, Sci Due Date 08-21-05
Plaase review and determine if the Informatlon submitted is accaptable of add source of inert Ingredient.

¢/

Projectod Completion Date: ¢& 1[ Z/ﬁéw
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TO:

FROM:

THRU:

THRU:

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, DC 20460

QFFICE OF
PREVENTION, PESTICIOES
AHD TOXIC SUBSTANCES

Antimicrobiais Divialon

June 8, 2005
SUBJECT: PRODUCT CHEMISTRY REVIEW OF: Hygene

DP Barcode: D316506 Reg. No. Or File Symbol: 35900-2
Manufacturing-use [} OR End-use Product [X]

Marshall Swindell PM 33 / Portis Jenkins, Team Reviewer
Regulatory Management Branch I
Antimicrobials Division (7516C)

Robert Turpin, Chemist R <L,

Product Science Branch, CT Team

Antimicrobials Division (7510C)

Karen P. Hicks, CT Team Leader '
Product Science Branch !
Antimicrobials Division (7510C) o ( g[0 5

Michele E. Wingfield, Chief
Product Science Branch
Antimicrobials Division (7510C)

Product Formulation
Active Ingredient(s) % hy wt,
T 1AL =: S PP PPN 1.05

BACKGROUND: The registrant has submitted an amendment to add alternate sources of the inert
ingredient to the Confidential Statement of Formula (CSF) of the subject product. In support of the
amendment, the registrant has submitted technical data and Material Safety Data Sheets of each of the
alternate products.

Page 1 of 2
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FINDINGS:

The altemnate sources of the inert ingredient, activated carbon, are acceptable.

RECOMMENDATIONS: None.

Pape 2 of 2
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L LI T | LR I T

909 Mueller Drive S L P U AQ ATREAT®

PO Box 5401
e 570 1405 _ e . Palymers and Microbiocides for
Fax 420-660-0722 Technical Infofrmation Industrial Water Treating
B 5066
7121100

ACCEPTED]| AQUATREAT® DNM-30

' SEP 2 8 2009 EPA REG. NO. 31910-2

Under Te Feoeral insecticide, Funpicide, and
Rodertitide Act as amended, for e

pestide, registered under ADDITIONAL USE PATTERN #1:

PRGN 3G - O

SEAWATER COOLING TREATMENT
{for marine use only)

AQUATREAT® DNM-30 is a highly effective antifoulant and seawater biocide designed fo
control the growth of microorganisms (bacteria and fungi) and barnacle larvae on shipboard

seawater heat exchangers.
DIRECTIONS FOR USE

if is a violafion of Federal Law to use this product in a manner inconsistent with its labeling. This
product must nof be used on any food or field crop or to formulate any product for use on any
food or field crop.

To achieve best controf of Fouling, AQUATREAT DNM-30 or seawater cooling treatment
should be applied to a clean system. If fouling is present, it is recommended that the system be
thoroughly cleaned prior to its use.

For best results, treat the system with 10 ppm of AQUATREAT DNM-30 for 100 minutes every
3-4 days. To treat at 10 ppm, feed at the rate of 3.88 pounds per 100 tons/hr. {50.72 fl. oz. or
1.5 liters per 100 tons/hr.) of system flow rate, The frequency of dosing may be less, depending
on the degree of fouling.

AQUATREAT DNM-30 is completely soluble in seawater and can be conveniently fed directly
from the drum or from a dosing tank. The best point of feed is as early as possible in the
system, preferably béfore any strainer or heat transfer surfaces. The most common point Is to
dose the sea chest.

Tra svarnalon foow 3ul Wi PICOTETENGEIoNS M Devin W Sasad on oo reassrth S0 Bre badis v b B Secortin But i gusrasty of Par sccuracy bomade  Ioaveny Ch, Wl WEH 80 Fetomhend T
poharen, brioe wming sy procuc! 71 Al 3cele prsh Ctan, B TWE own IR I BHIowW I B wn $rtlacta whe Tac e p/occ B o acceplebie Quiity #10 w SUEEL i Theil Pacieode purpeses e
ther cwn opawiyg condwons  THE PRODUCTS DISCUSSED HEREIN ARE 5040 WITHOLUT ANY WAARANTY AS T MERCHANTABLITY OR FITNESS FOR A PARTICULAR PURPOSE OR ANY QTHER
WARRANTY, EXPRESSED OR SUPLIEC. No representaties of ok Al aty suthonty ¥ waeve O Chsnge T onsgoing prowstsans bul, SUBITEC K0 auch provisions, our srpines’s iy $v#ilebis 0 aiial gunthesen «
SUYORNG tar PRGBS W0 WA Needt T 10 A GroumEBACEs pravalng I e Bunress.  Holtwy containgd T khatt be coaosd B amply T of sty cal PR O B COEREAL B




A F &
PAGE 2
ADDITIONAL USE PATTERN #1

) o AQUATREAT DNM-30
NRIPEP I EPA REG. NO. 31910-2

T
T ¢ ¥ ¢

AQUATREAT DNM-30 should not be fed to a system while the seawater is being drawn as make-
up for an evaporator or water maker. Eithgrisgligte, the evaporator or shut it down while
AQUATREAT DNM-30 is being dosed andor:at lkabt 30 minutes afterwards.

LI

TYPICAL PROPERTIES

ACCEPTE
ACTIVE INGREDIENTS: D
Sodium Di'methyldithiocarban)atg 15% SEP 2 8 2000
Nabam (Disodium ethylene bis-dithlocarbamate 15% -
INERT INGREDIENTS RN it oot
TOTAL 100% §pesticnds, registernd under
tPARey Moo 1 S 1D gL
APPEARANCE

AQUATREAT DNM-30 is a clear, yellow-green liquid with a density of 1.175 grams/ce at 20°C
(9.8 Ibs /gal)) and has a characteristic sulfur odor.

pH is 10.5-12.4, and the product is completely soluble in all proportions in both fresh and
seawater.

PRECAUTIONARY STATEMENTS

Hazards fo Humans and Domestic Animals

WARNING: Causes eye and skin irritation. Do not get in eyes, on skin or on clothing. All industrial
workers applying this product must wear coveralls over a long-sleeved shirt and long pants,
shoes, socks, and chemical-resistant gloves. During dilution, a chemical-resistant apron and
goggles or face shield must also be worn. Harmful if swallowed. Avoid comtamination of food and
feedstuffs.

ENVIRONMENTAL HAZARDS: This pesticide is toxic to fish. Do not apply (or use) in estuarine
oil fields where drilling fluids (muds} are discharged in the surface water, Do not contaminate
water by cleaning of equipment or disposal of wastes. Do not discharge effluent containing this
product into lakes, streams, ponds, estuaries, oceans or other waters unless in accordance with
the requirements of a National Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been natified in writing prior to discharge. Do not discharge effluent
containing this product to sewer systems without previously notifying the local sewage treatment
plant authority. For guidance contact your State Water Board or Regional Office of the EPA.

e
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STORAGE AND DISPOSAL

3 96

PAGE 3

ADDITIONAL USE PATTERN #1
AQUATREAT® DNM-30

EPA REG. NQ. 31910-2

1.

PROHIBITIONS: Do not contaminaté'water, :fo'od. or feed by storage or disposal. Open

dumping is prohibited.

PESTICIDE DISPOSAL: Pesticide wastes are toxic. Improper disposal of excess pesticide,
spray mixture, of rinsate is a violation of Federal law. If these wastes cannot be disposed of
by use according to label instructions, contact your State Pesticide or Environmental Control
Agency, or the Hazardous Waste Representative at the nearest EPA Regional Office for

guidance.

CONTAINER DISPOSAL:

(a) Reseal container and offer for reconditioning, or
(b) Metal Containers: Triple rinse (or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill or by other
approved state and local procedures,

Plastic Containers: Triple rinse or equivalent). Then offer for recycling or
reconditioning, or puncture and dispose of in a sanitary landfill, or incineration, or if
allowed, by state and local authorities, by burning. If burned, stay out of smoke.
GENERAL.: Consutlt federal, state, or local disposal authorities for approved
alternative procedures. '

EIRST AlD

1€ IN EYES -

«Hold eye open and rinse slowly and gently with water for 15-20 minutes.
«Remove contact lenses, if present, after the first 5 minutes, then continue rinsing eye.
«Call a poison control center or doctor for treatment advice,

IF ON SKIN OR CLOTHING AC
»Take off contaminated clothing. CEPT ED
sRinse skin immediately with plenty of water for 15-20 minutes. SEP 9 4 2000

«Call a poison control center or doctor for treatment advice.
IF SWALLOWED

«Call a poison controf center or doctor immediately for treatment advice. (s, registeied under

=Have person sip a glass of water if able to swallow. Sl L, ]
«Do not induce vomiting unless told to do so by the poison contro! center or doctor.

+Do not give anything by mouth to an unconscious person,

IF INHALED
*Move person {o fresh air.

«if person is not breathing, call 911 or an ambulance, then give artificial respiration, preferably by
mouth-to-mouth, if possible.

«Call a poison conirol center or doctor for further treatment advice,

Ledar Sie Federal Inpeccide. Furgicige, and
Fadentcide Ac as amentad, tor thy

-
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PRECAUTIONARY STATEMENTS . -
Hazards to Humans and Domestic Amjmalg
WARNING o
Causss eye and skin irritalion. Do nol get in eyes, on skin
or on ¢lothing, Altindustrlal workers applying this product
musl wear coverglls over a long-sleeved shirt and long
panls, shoes, socks, and chemical-resistam gloves. During
dilution, & chemical-teslstant apron and goggles of face
shleld must also be wormn, Harmiul it swallowad. Avoid
conlaminalion of food and teedsiiuils.

ENVIRCNMENTAL HAZARDS

This paslicide Is 1oxlc to fish. Donol apply {or use} in
esiverine oit lietds where drttting Uulds {muds} are
discharged in the surface waler, Do not contaminate waler
by cleaning of squipmenl or disposat of wasles. Do not
discharge efluenl containing this product inlo lokes,
sireams, ponds, esluaries, oceans or other walers unless
In accordance whh the requiramants of & Nationel Polluiant
fischarge Elimination System (NPDES} permit and lhe
permilling avthority has besn notified in writing prior 1o
discherge. Do nol discharge efilueni conlzining ihis
product 10 sewer syslems without previousty notifying the
local sewage tregimenl planl authorily, For Quidance
gonlacl your Stale Waler Board or Reglonal Office of the
EPA.

4
F

AGUATREAT DNM-30 is a highly efleclive bactericide and
fungicids 1of use in controfling the growih of bacteria and lungi
tound in paper mills, drilling Ulvids, secondary and lermary
poirotaum recovery, lraciuring lluids, workovar and complehon
flulds, flug gas desulturization thickeners, hydrocarbon fiuds
storage, heet sugas mllls, and cene sugar mills,

AGUATREAT DNM-230, in addilion 1o bsing a baclericide and
fungicide, is 2 highly eteclive algaecide 1or use in conttolling
the growih of algae, as well as bacielia and fungi lound in
induslsial recirculating waler cooling 10wers, evaporalive
condensers, nd air washars,

l STORAGE AND DISPOSAL

1. PROHIBITIONS -
Do not contaminate waler, loud, of leed by slorage or
disposal. [Dpen dumping is prohibited.

2. PESTICIDE DISPOSAL
Peslicide wasles ars toxic. Improperdisposal of excess
pasilicide, spiay mixture, or rinsale is a violation of
Federal law. |f thase wasles cannol k& disposed ol by
use according 1o 1abel instructions, contacl your Slale
Pesticide or Environmeniat Confiol Agency, o the
Hazardous Wasie Reprosentialive 31 lhe neares! EPA
Regionat Offics for guidanca.

3. CONTAINER DISPOSAL
{a) Reseal conlainer and offer los reconditionlng, of

{t) Melel Conlziners: Triple rinsa {of eguivalent).
Then offer for 2ecycling or recondilioning, of
punciura and dispose of In a sanilary fandliil of by
other approved slale and local ploceduras,

Prasitc Contalners! Triple rinse {or equivatent).
Then ofter for racycling or reconditioning, or
punciure &nd disposa of In & sanilaty tandfill, or
incinaralion, or, H allowed by slale and locat
authotilies, by burning. ff burned, stay out of smoke.

4. GENERAL
Consult federal, slafe or local disposal authoritiss fol

approved alternyive procedutes.

- AQUATREAT® DNM-30

AT

INER

[VE INGREDIENTS

&adium Dimethyldithiocarbamate . . . . . . 15%%

Nabam (Disodium Ethylene
Bis-dithiocarpamate) ............. 15%

TINGREDIENTS . . ............... 70%6
............................... 100%

XEEP OUT OF REACH OF CHILDREN
WARNING

FIRST AID

FIRE

YES Hald eyc open s finat siowly and geatly with walcd ke
13-20 mireses.

Remove conkey kensey, if prescnd, afler the first 3 mivooy,
then continue Tinsing ye.

Call & poisan conirol centes or dookr for sroatment advioe

cLOTY

| 1Y ONSKINO#

Take off concaminaded clothing,

Rinse riln lnmediaely with plenty of waler for 15-20
ey,

Coll 3 paison correl toer or oo for Ledimen) slviar,

NG

(T IWALLOWIO

Cull & peson conlyod ceazer or dactor Immcdiauly kor
Uraunent mhvlae.

Have perion sip & glaas of water If wbic o rwalbow,

Da not induce vomiting unlers Wd 1 da 34 by the paison
control center OF dodtor,

Da not ghre Anvthing by pouth £ B WCanicious peracen,

TF THIIALED

Muorve person 1 fresh alr,

1 peran b nol breathing, cadl 911 or an ambulwee, thea

pive erficial mepiration, preferably by mowh-ta-mous,

possible.

:‘.‘da.lfapoilm conted cenied o docios far finthes teatment |
Ll

CHive

o0, of going for weazment. Yoou may oisc eall | BST-156.62 19 day or nlghr far
emergency medics) reatmend information

€ profuc] COnMAIGES OF (4] With Y9G Wheh CATIAE & Poikon COmtral o nies o

Sec 5ide Pancl For
Addittonst Precaulionary Sttements.,

AC

R

Under the Fodesdl Usecticide, Fungickde, 56}, .

CEPTED
SEP 2 8 2000

e mmeimarme e e e

38 Act gt amended, Sor
n;mrc&mﬂﬁﬁ'du e
EPAReQYNO_ 2 / G s 2.

MINTrEL]

408 Mueller Or. » P.O. Bos 5401 + Chsattanooge, TN 37406

ured by

ALCO CHEMICAL DIVISION

Hsitonal Starch and Chamlical Company

423.628-1405
FAX 423-698-8723

E.P.A. Establishmeni No, 3t§10-TN-1
E.P.A. Raglsiration No. 318102
Net Conlenis: Liquid
See Markings on Top ol Drurm for Net Waight
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Cogoling Towers and
. AlrWashon

DIRECTIONS FOR USE

i &5 & violytion of Federal Law o use this prodixct it 8 manns.
Feonsistant with its tabeling.

This product must nol be used on any food o field crop or
1o formulate any product for usa on enyfocd of field crop.

- See Tachnical Data Sheel{s) for additional use pagemys).

a Ae, p e

| INDUSTRIAL RECIRCULATING WATER
] COOLING TOWER AND
EVAPQRATIVE CONDENSERS

Dosage lor indusirial recircufaling waler coollng
tower or evaporalive condensers will depend on
the condition of the system prior 1o trealment
initiation, Systems which are Heavily contami-
nated should be clezned lirsL Apply AQUATREAT
DHNM-30 10 the clezned system orf when growth is
lirs! noticed, according 1o the loftowing schedule:
INITIAL DOSE: Apply 13.06-£3.60 ounces ol product
per each 1000 gatlons ol waler in the syslem {120-
400 ppm}. This dose may be repealed once, twice
or {hree limes weekly or as required 10 control the
growth o1 stima-forming organisms.
SUBSEQUENT DOSE: When microbial controf is
evident add 2.18-4.36 tuid ounces ol AGUATREAT
DNM-30 per t000 gallons ol water {20-4¢ ppm} in
the system every thres dzys or as needed.

AIR WASHERS
In treating air washer systems preclean by intro-
ducing a suilable delergem! sotulion into lhe
system and atinw air washers to run with lan ofl
lor two hours. Check all nozztes and mznually
clean those that are plugged.
Feeding: AQUATREAT DNM-30 may be led directly
tram the drum or diluled with water and fed by any
suitable teed syslem. AQUATREAT DHM-30 shoutd
be dosed ditectly inlo the sump or basin or any
other location where good distribution can be
assufed.
INIFIAL DOSE: Apply 12.06-21.80 ounces of proguct
per each 1000 gallofs ol water in the system [120-
200 ppm}. ®his dose gay ba repeated once, twice
or three limes weekly or as required fo controf the
growth ol stime-forming otganisms .
SUBSEQUENT DOSE: When microblal control ls
evident add 2.18-4.36 fluid cunces of AQUATREAT
DNM-30 per t000 galions of water {2040 ppm) tn
the system every three days or as needed.

- biogige 1or use in controlling the growth ol tungt

54 5[

Secondary and Tertjary
Drititng Autds QU Recovery

DRILLING FLUIDS

AQUATAEAT DNM-30 is & highty elteclive micto-
biocide lor use in conlrolling growth of tungt and
bacteria lound In waler based driffing muds. it is
especially useful in muds contalning slarches,
Xanthanale gums, and wood sugars. The yncon-
trolled growih ol these lupngi and bacleria can
cause increased corrosion, undesirable odors, and
degradation ol the drilting mud, especlatty tiuld
losg properiles. Lo 1
AQUATREAT DNM-30 is used al the rale ot 110 5

gations per 100 bbl, ot mud, {0.02% to 0.1%}. It
can be used direcily from the shipping contalner
or pre-dituled with watet. [t can be put in through
the mud hopper or added 1o the pump suction.

. SECONDARY AND TERTIARY
PETROLEUM RECOVERY
AQUATREAT DNM.30 is 3 highly etfeclive micro-

and bacleria tound in secondary and terliary
pelroleum recovery waleritood sysiems.

AQUATREAT DNM-30 can be intecled ditectly lrom
the shipping conlainer. [t should be thoroughly
mixed into the produced water, 1tesh or sall waler
or commingled water or the secondary or lertiary
oil recovery waterltood syslems tor eltective micro- 9
organism control. 1t mey also ne diluvled with water
for infection.

ACGUATREAT DNM-30 is used &t the rate of t pint
per 00 bbl. ol waler tor crowth inhibition ol
Baciltus Cereus and Desullovibrio desufluricans and
1.1 10 1.B gailtons per t00 bbl ot waler 10r hetero~
ltopic bacleria including Pseudomonas. !l is &lso
eftective agains! many lungi such as Aspergltius,
Penicittium and Trichoderma zt the 1 pint per 100
bbi, ol water.

FRACTURING FLUIDS
AQUATREAT ONM.30 is a highly etective microbiocide
lor conirolling the growih of bactefia in Iracluring luids.
The spglication rates sre 0.8t 10 4.3 s per 1000 galions
ol lracturing lluids, AQUATREAT DNM-30 may be add-
ed end premixed prior 1o the lraciuring operalion or may
be added directly trom the drum 10 the blender duting
the operation.

WORKOVER & COMPLETION FLUIDS
- AQUATREAT DNM-30 is a highly effective microblocide
for use In controfling the growth of fungi and bactera
found in water based workover and compiefion fuids,
AQUATREAT DONM-30is used al the rate of 1-4 quans .
per 1000 galions (0.0255%-0,100%) of warkover of com- :

plation Nlulds,




T AR

FLUE GAS DESULFURIZATION

(FGD) THICKENERS
{NOT APPLICABLE N CALIFORNIA)

AGQUATREAT DNM-30 is effective in conirolling
anacroblc bacterla {SAB's) in Nlue gas desullurization
(FGD) thickeners.

ACUATREAT DNM-30 is mefered directy fo fhe
thickener center well. It is fed at The rate of §0 10 500
ppm of product on a frequency of af least once per week
Or as requirad.

HYDROCARBON FLUIDS

AQUATREAT DNM-30 is a highly eflective fungickie and
bactericida for use in fuetoil {Na. 2 oil, intormediafe fuel
oll and No. & o#), lubricating oil and hydraulic fiuids in
marine envirpnments.

AQUATREAT DNM-30 is apphed inflialy at alevel ol 2.3
pints per 1000 gations of contaminafed liquid {300 ppm
by weight}, Subsaquen! dosages may be decraased orce
the contaminants have been brought under control. -

PAPER MILLS

Bosage will vary from 0.1 1o 2.0 pounds {0.04 o
0.81 quarls) of AGUATREAT DNM.30 per fon of
finisned paper depending on the type of slock,
comptexity ol the sysfem, gualily of raw waler, and
type and degres of conleminaiion.

FEEDING: AQGUATREAT DNM-30 may be drlp fed
continuously from the drum or led by suifabla
chemical pumps such as adjustable proporiloning
Iypes; variable speed, posilive displacement types;
or by the reciprocaling type. This product should
be ted as early as possible in the syslem af such
poinls including the hydropulper, machine chast or
broke syslem,

AQUATREAT DNM-30 can be used 1o control slime on
machines which can make paper and paperboard for use
in food packaging. _

BEE7T SUGAR MILLS
AQUATREAT DNM-30 should be fed direclly Info the
pulp press waler during sugas extraction of beets 1o keep
equipmen! iree of bacledal stime deposhis: It is{o be us.
ed at the rale of 10-20 ppm of raw beels sliced, and led
conlinuously with a melering purmp. A partion of the
AQUATREAT DNM-30 may be fed inlo ofher streams
entering the ditiuser each at a minimum rate of 4 ppm,
The maximum total rale of all slreams fo be fed is 20
ppm. Refer 1o Compasite Tabla 7 for the proper dosage
in miltititers and ounces of AGUATREAT DNM-30 10 be
used pef minule,

CANE SUGAR MILLS
AQUATREAT DNM-30 fs & tiquid which should be
fed direcily Inlo tha cane julce so that the trealed
juice circulafes to aft parts of the mill fandem. The
poinl of points olsaddiion will depand on mill
design. Frequently the dosage wilf be spiil between

the crusher juice and juice from the last mill. The
besf addifion point is to the juice which is circulaled
back 1o the crusher Irom lhe first mift. Do nof
add this product 10 the maceration water.

AGUATREAT DNM-30 should be fed conlinuously
al the rate of 10-20 parls of product per milllon
parls ol cane ground per day. 10 ppm ol produc!
fs the standard dosage. This may be raised up lo a
maximum of 20 ppm, H necessary. Condillons
warranting, some increase would be warranled
when grinding cane damaged through f{reezZing,
poor weather or delays belween cutling end grind-
ing. See feeding direclions which follow,

Proper teed of AQUATREAT ODANM-30 is best
oblained through fhe use of a chemical feed pump
such zs the adjustable proporftoning type; the
varigble speed, posilive disptacemen! type; or the
reciprocating type. The required dosage will de-
pend on the average daily rela of cane ground.
Reler o compasiie fable | tor ihe proper dosage In
milliliters and ounces ol AQUATREAT DNM-30 fo
be used per minute.

Do not exceed feed rate o 4 gallons {39.2 pounds} of
product per 1000 short tons of cane ground per twenty-
lour hours.

The use ol AQUATREAT ONM-30 does nof replace
good housekeeplng. This should include reguler
cleaning af least onte per shitl. Regular hosing
with hot wafer and sleam of mills, bagacillo con-
veyors, and screens is essenfial for maintaining
efficien! conirot of microblological slimse and
sucrose losses.

COMPOSITE TABLE |
SHORY YONS OF Rale of Feed of AQUATREAY DHM-30

CANE GROUND 10 ppm 20 ppm
CR RAW BEETS
SUCED PER DAY mi/min  oz/min ml/min oz/min
1,000 5.5 D.188 11 0.372
2,000 1.0 0372 22 0.744
3.000 165  0.558 33 118
4,000 2.0 0.744 44 1.487
5,000 295 0.930 55 1.859
6,000 33.0 1115 66 2.2
7.000 38.5 1.301 T 2,603
8000 44,0 1487 88 2,974
9,000 485 t.673 g9 3.347
t0.000 55.0 1.859 110 a7t

For Chemical Emergency
Spift, Leak, Fire, Explosive, or Accldent
Call CHEMTREC — Day or Night
1-800-424-9300

Seller makes no warranly, expressed or impiled,
concerning the use of thfs produc! olher than
indicaled on the fabel. Buyer assumes aif risk of
use and/or handling of this malerial, when such use
and/or handfing is conrary to fabel instructfons.

Fans
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Pages 31-42*Product ingredient source information may be entitled to confidential treatment*



DECISION PRG. NO. o 2% U775 SUBM. DUE DATR & -0 Oy
SUBMISSION BAR CODE & 78 Y& REVIEWER 1 S Bun (0 oty

_CODING FORM FOR APPLICATIONS FOR REGISTRATION/AMENDMENTS

FILE SYMBOL/REG NO. 369009 33 ACTION CODE_597)
DESCRIPTOR FQPA NFQPA

. [ ] CHILD RESISTANT PACKAGING: { ] REQUIRED { ] NOT REQUIRED

REGISTRATION TYPE: [ ] CONDITICNAL [ ] UNCOWNDITIONAL [ ] RESTRICTED USE

. DATE ON APPLICATION 2PA RECEIVE DATE PM RECEIVE DATE
ol AY¥Y /0¥ 09102 | Oy L2/ 07 185
METHOD OF SUPPORT PORMULATORS EXBMPTION
{ ] CITEB-ALL [ ] SELECTIVE { ] SUBMITTED [ ] NOT SUBMITTED
{ ] wor susMITTED [ ] ¥/A [ ] u/a
IEW(S) REQUESTED DATA DATE DUE DATE
PACK # SENT DATE RETURNED
CHEMISTRY 1 1 Tk
BFFICACY 1L 1L ].[
ACUTE TOX. 1 1 1
RASSB TOX. It T Y
ENVIRON. PATE 1L Il 18
PISH/WILDLIFE 1t T1E il -
OTHER: : I 1€ N,
STATUS
RESFONSE CODE / 7 response pate MR 18 am o
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CIENCE DIVISION BRANCH SECTION CSF LABEL
ROUP Y/N Y/N
'HEMISTRY B0 EASSE cTT

FPRICACY Al BASSE BET

\CUTE TOX _AD EASSR CIT

LISK TOX AL RASSH QEAQ 1

t{XPOSURE AL 3k

INV. FATE Al RASSE TEAM 2

FISH/WILD AD RASSE TEAM 2

INSTRUCTIONS
INCLUDRE MRID#S

INSTRUCTIONS

INSTRUCTIONS




~ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

BAR 13 20
Lewis & Harrison, Agent for
" lonics, Inc. ‘
c/o 122 C Street, N.W, Suite 720
Washington, DC 20001 '

Attention:  Christina M. Swick N

Subject: HYgene _
EPA Registration No. 35900-2
Amendment Application Dated: January 28, 2004
EPA Received Date: February 2, 2004

This will acknowledge receipt of your letier dated January 28, 2004, submitted in
connection with reglstranon under the Federal Insecticide, Fungicide and Rodenticide
Act, as amended, in response to PR-Notice 2001-1 “First Aid Statement”. Thls
information is acceptable and will be placed in sui:g ect product file.

If your have any comments or questlons concerning this letter, please contact me
at 703-308-6341 or Portia Jenkins at 703-308- 6230

Sincerely,

bt ol
Marshall Swindell
Product Manager (33)

Regulatory Management Branch I
Antimicrobials Division (7510C)

COHCURRENHCERS ' B

SYNBOL, H

RFTMAME u—

o P

BATR N

EPA Fonm 1320-1A {100) Printod on Recycled Paper GFFICIAL EILE co45
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FQPA.

RYVEL LY REVIEWER&L M&_’_Mm{

. £UBMISSION BAR CODE &

REGISTRATION /MmN

CC’DINC FORM FOR 2

FILE SYMBOL/REG NO-J S5 $44 -7, ACTION ¢OpE_ 3 &0

DESCRIPTOR ‘ng’ﬁf@/& AWZ@.?GQ]M@*;?ZL’ ‘

“PM 3.3

1 }-CHILD RESISTANT PACKAGING: -[ ] CERTIFICATION—— - :
[ ] NON-RESIDENTIAL USE ONLY
[ ] NOT APPLICABLE

'] couni'rzozm. {

REGISTRATION TYPE: | ] Unconpnioms

® RROPOSED TLASSIFICATION: [ ] GENERAL [ } RESTRICTED USE

DATE “ON APPLICATION

EPAR RECEIVE DATE

“PM "RECEIVE DATE-

Y AVEIEA LA4'_53 O S4 | S5 424
’ "‘-- m
1 4 . N A -
-‘“‘?&I‘HWSBFPQR%‘-.— *?ammzxmmom_ .
[ 3-CITE~ALL « 4.~} SUBMITTED .- . . - < .2l
. [ } SELECTIVE:, [" .} ¥NoT _SUBMITTED . -
[ J ROT SUBMITTED [ ] ROT APPLICASLE.
{ ] NOT APPLICABLE™ o[ 1 mcmzcr'/assm'-- -
[ 1 INCORRECT/RESUR. " 1 . <
. - i .. . . .:
REVIEW (5) nz:ouzs'rzn DATA DATE DUE _  DaTE-
’ ‘< "PACK 4 SENT- . DNTE* ' RETURREE— .
. r"' - T e - -
EFFICACY ..
TOXICOLOGY
- HED TOX. -
ENVIRON. FATE
_FISH/WILDLIFE
OTHER !
STATUS
. ”‘ »
MAY- 2 1 2002
:CEPANSE CODET 17 RZSPONST DATE
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

MaY 2 1 2002

OFFICE OF
PREVENTION, FESTICIDES
AND TOXIC SUBSTANCES

Ms. Christina M. Swick,
Agent for Ionics, Inc.
Ionics, Inc.

3039 Washington Pike
Bridgeville, PA 15017

Subject: HYgene Bacteriostatic Water Filter Media
EPA Registration Number 35900-2
Your Submission Dated April 3%, 2002
EPA Received Date April 37, 2002

Dear Ms. Swick:

The amendment referred to above, submitted in connection with registration under the Federal
Insecticide, Fungicide, and Rodenticide Act (FIFRA), as amended, to add the alternate suppliers
for the inert ingredient, activated carbon, for the basic formulation, and add an additional supplier
of the active ingredient, is acceptable:

- Basic formula
® Data Matrix

Acceptable Data
The basic Confidential Statement(s) of Formula dated April 1%, 2002, is acceptable.
General Comments

Should you have any questions conceming this letter, please contact Karen M. Leavy-Munk at
(703)-308-6237.

Sincerely,

arshall Swindeli
Product Manager 33

Regulatory Management Branch {
Antimicrobial Division(7516C)
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Please read insiructions on raverse hefore complafing form.

Form Approved, OMB No. 2670-0060, Approvat expires 05-31-98

A

& EPA

United States

Environmental Protection Agency
Whashington, DC 20460

(1 Registration
X Amendment
[1 Other

QPP Identifier Number

287810

Application for Pesticide - Section |

35900-2

. CompanyiProduct Number

2. EPA Product Manager
Marshall Swindell

4. CompanyiProduct

{Name)

HYgene Bacterfostatic Water Filter Media

PM#
Team 33

3. Proposed Classification

E None D Restricted

5. Name and Addiess of Applicant (fnclude ZiP Code)

&. Expedited Review. In accordance with FIFRA Section 3{c)(3)
(b)(1), my product is simitar or identical in composition and fabeling

[E Amendmaent — Explain below.
f:l Resubmission in response to Agancy ketler datad

lonics, inc.
3039 Washington Pike to:
Bridgeville, PA 15017 EPA Reg. No.
PLEASE SEND ALL CORRESPONDENCE TO
*CONTACT POINT™ LISTED BELOW Product Name
Check if s is & new address
Section — il
Final printed iabeis in response to Agency letter dated

[: “Me Too" Appiication
E Other « Expiain baiow

,:l Notification - Expiain below.
xplanation: Use additional page(s) if necessary. (For Section | and Section i)

Formula Amendment — Revised Basic Formula

Section ~

1. Materal This Product Will Be Packaged in:
Child-Resislant Packaging Unil Packaging Water Solubie Packaging 2. Type of Conlaingr
Yes* {1 Yes Yes ] metal
1N [ No [ ] No {1 plastic
. . ti“Yas” No. pas li*Yes® No. per Giass
*Certification must Unit Packeging wgt.  container Package wgt. container L
e submitted i [ paper
6 : \ (7] other (spacify)
i
. Location of Net Centents nformation 4. Size(s) Retail Container 5. lLocation of Label Directions
(7] vLavel (7] container {1 onvabai
D On labeling accompanying product
8. Manner in Which Label is Affixed to Preduct L] vithograph [.] Other
] paper glued
[[] Stenciled
Section - iV
AR K]
1. Contact Point {Compleie itams diracily betow for idemification of individuat fo be contacted, if necessary, o process this epp.'ica(;on}
Name Title Talephona No. linclude Area Code)
Christina M. Swick, Lewis & Harrison, Agent for lonlcs, ine. 202-393-3%03 x16
£22 C Street NW Suite 740, Washington DC 2000t * o tets
Certification 6. Daig®Applcation® »
t cortify that the stalements ¢ have made on this form and all attachments therete are true, accurate and completa. | RectNaP i
acknowledge that any knowingly false or mizteading statement may be punishabie by fine or imprisonmant or both {Stamped} **
under applicable taw. un:un.
2. Signature . 3. Title ' . seses
%M m Agent for lonies, Ine. ILTS
- LR 3 ]
4 Typed Name 5. Date . »
Christing M. Swick, Lewis & 1¥arrison Aprit 3, 2002 v et

EPA Form 85101 (Rev. 8-94) Previous edifions ara chsolate

White- EPA Flle Copy toriginail  Yellow- Appllcant Copy
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Reglstration

{United States -
Environmental Protection Agency Amendmant
Weshington, DC 20480 Other

OPP dontifiar blumber

287810

Application for Pesticlde - Section |

1. CompanyfProduct Number 2. EPA Product Manager

4, Company/fProdust (Nome) s

3. Proposod Classification

lem D Restristed

5. Nama and Addresa of Appiicant {inciuds ZiP Codo) 8. Expadited Review. in accordance wi

FIFRA Section 3(c)(3)
{bii), my product is similar or identical In composition and labeling
10

‘a\ EPA Reg. No.
DG&Q&H’M&JMW \ Product Name i
— # —
N\ Section - Il I
D Amondment « Bxplain below. Final printad labsis in responss to
Agsnoy tetterated
Resubmission in responss 10 Agency letter deted D “Me Too® Abplicstion.
Notification - Explsin below, D omﬂ/;,é/qamn below.
Explianation: Uss sdditional pageini if nsosseery. {For ssotion dand Seotion K.) //
£
J'f
/
Settipn - Il
1. Matariai This Product Wil Be Packaged lo: J o\
Child-Resiatant Packsging | Unit Packaging ['water § Packaging 2. Type of Conteiner
B Yos* Yos B Yos Matal
Piastio
Ne No / Ho Glass
H "Yas* MNe. f "Yes" Ho. per Paper
m must | ini Packeging wot. 07&'.« Packegs wt \ container Other {Specifyt
}
3. Locotion of Net Contents information ;( Sizels) Retall Container 5. Location of Labe Directions
| On Label
D Label D Contalne: Y I On Labeling socompantying product
8, Manner I Which Labsi ia Affixed to Pwdury Lithograph D v
Paper glusd
Stenciiad
/ Saction - IV \ —

1. Contact Point {Complste itams Mﬁ/ hatow for identificetion of individual to ba confacted, )«n»mw. to provess this applcation.

Nemeo / Tido \ Tetaphone No. (nciuds Ares Codel
[ ] LA Ll XL ]
Certiflcation 4."Dne pppliodlion ¢
{ cortify that the stotements { have mede an this form and all sttachmenta theteto are trus, cocurat complats. Techived 0000
{ ncknawindge thet sny knowingly felss or mislsading statament miey be punichable by fine or imprschimant or lStwup, ﬂ o
both under spplicebln law. ser
oy L ] LA XY
2, Signetiira 3, Title S seee
* avtee *
L X ) L
- @ L ]
4, Typed Nama 5. Date .« ew

EPA Form 8570-1 (Rov. 8-94} Previous editicnm ars ocbsoleto. Whiha - EPA Fila Copy {odgine!)

Yebow - Applcnﬁ 4“




PAPERWORK REDUCTION ACT NOTICE and INSTRUCTIONS

PAPERWORK BERUCTION ACT NOTICE: Public reporting burden for this anlisction of information is astimated to average D.85 hour per
reaponse, including time for reviawing instniotions, saarching exieting deto sources, gatharing snd mainteining the dete needed, snd complsting and
reviewing the colieetien of informuation, Send-comyrierta fegarding the burdsn estimate or any other espect of this collaction of information, including
suggestions for reducing this burden, to Chiat, informéton Pellcy Branch, {2138), 1.6, Environmantal Protaction Aganoy, 401 M Strest, SW,
Washington, BC 20480,

INSTRUCTIONS: “this form is to be used for all epplicetions for new regietradon, end usa reregistration, amendmant, rasubmiselon, ta spplications
for notifications, final printed inbaling, reregistration, ate. Ih order to process en spplication for & naw registration submitted on this form, the
foliawing materisl must accompeny the spplication:

1, Certifiostion with Respact ta Citation of Dote (EPA Form 8670-29). I not sxsmpted by 40 CFR 162.61 (b} {4));

2, Confidentisi Statemaent of Farmula (EPA Form 8570-4);

3. Formulstor's Exsmption Staternsnt {EPA Form 8570-27);

4, Fve coples of draft isbeling;

5. Thras coples of sy dete submitted;

8. Authorizetion latter whers sppiicable;

7. Matrices where applicable.

Submizalon of Labaling - Labsling should first bs submitted in the form of draft isbals with all applicstions for naw registration. Such draft labels may ba
in tha torm of typsd iabet text on 8.5 x 11 inch paper for submiction or @ mockup of the proposed label, f praparad for mockup, it should ba
constructed it & way an to facitftata storage in en 4.5 x 11 inch file. Mockup iabsis significently amalier than B.% x 11 inches should be mountsd on 8.5
x 11 inch paper for submission. )
Submiasion of Data - Date submitted in support of thie epplicetion must be submitted in azcordanca with PR Natice 46-5. .

; Plazaus recd the instnuctons listed beiow before complating this epplicstion. First deterrnine the typa of isgistretien
sction, listed in Block A, for which you ers submitting this applcstion. For spplications submitted in connaction with New Registration sctions, Sections
1, [H, and 1V must be completsd by the sppicant. For applcations submitted in connection with amended raregistration sctians, rasubmissions,
notificetions, rarsgistretions, sto., Sactions i, ii, end IV muet be compisted by the epplicant.

Block A - Check tha sppropriate action for which you ore submitting this fomm.

SECTION | - ‘This ssction must be comploted, ae epplicatie, for ol registration setiona.

1. Company/froduct Number « Ingart your Company Number, if ona has basn asaigned by EPA. This number may have bean assigned to you os &
besic registrant, & distributor, or as en esteblishment. if your product is registersd, insen the Product Number.

2. EPA Product Mansgsr - If known, fill in the name and PM numbar of tha EPA Product Manager.

3. Proposad Classificetion - Specify the proposed ciassification of thie preduct.

4. Product Nsms - Entsr the compists product name of this pesticide oz it will sppast on the isbel. The nama must he specific to this preduct only.

Duplication of names Is net parmitted emong praducts of the ssmae company. Do not includs sny brand name or company lina designations.

Name and Address of AppRoant - The nams of the fitm of parzon end eddrese shown in your spplicetion le the psrson or firm to whom the

rogistraton will be issusd. ¥ you ere acting in bahalf of another party, you muet submit suthorzation from that party to ect for them in ragistretion

matters. An npplicent not reaiding in the United States muist hava #n suthorized agent reekding in the United Statse ta ect for them in aif
registration matters. Tho name and cormplate mailing addroes of such en agent must agaompany this application.

6. Expedited Review - FIFRA saction 3 {a) 3 {8} provides for axpedited reviaw of spplications for registrafion, or emendments to exiating ragistret)
that sre similer or idsndoal to other pesticida products that are gurrantly raglatored with the EPA. in order for your applicetion to b efigible for
oxpaditad roview, you must provide us with the EPA Regletration Numbsr end produst nems of the praduct you balieve le similar to or identical to
your produet. The product must be similer or idemical In both formulation and lsbalod uase.

SECTION Ji - Thie section must be complsted for all applications submitted 16 smand the ragistredon only of ¢ currently registersd product

{Amandmant), for & rssubmission In response to en Agency !ot‘tn. for Mﬁﬁuﬁam to the Agency, for the submission of final printed Isbsting, for

reragistration end for any other avdon that perteina to & specific EFA-ragistare: yct. This section is not 16 be used for v now spplication for

ragistration.

1. Subject of submission - Chack the spplicabie block and provide the Apancy letter dete if spprapriate. Provide ¢ briaf axplanadon of tha purpoes(s)
for the submisgjqn, such es "the oddition of a sita, peet or arop {specify)™; "smand the Confidential Statement of Formula by..."; “taregistration
rubrrission™; "gengly jabel ravisien of use directions.” Attzch e soparate pege if edditional spece [a nasdod.

SECTION Ul tPackaging end Contsiner information) - This Section must be compisted for & epplicetions oubmitted In sannaotion with naw
registration or spplisabls emendments,
1. TYPE B Peckeging® Check the mppropriate black if your produst will ba packeged in the indicated packeging typea.
iAdicate the sizi of thh jndividual packets and numbar per reteidl container,
2. Typs ¥ Patsll Qontsetar - Indicate typs of contednar in which product wifl bo markated,
3. of Nat Contents - indioste the locstion of tha net contenta informatian for your praduct.
4. Bheis) o Ratall Contsiner - Speocity the net contents of if retall contalnare for your product.
5. Ligatdhno! Use Digactions - indicate the location of the use directions for your produat,
6. Mennet In which Jahpl s atfixed to product - indicated the method produst iabel is sttached to retsii conteiner,
*
aeea
SECTION IV tContpct Pgintl - Thie Saction rust be aompieted for all epplications for Registration actions, Le., new products ragistretion,
resubmission, "me-tqp,™ ridegistretion, atc.

1-5. Self-sxplanatory,
6. EPA Uss Only.

Ch
h
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Form Approved OMB No. 2670-006

B UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
w 401 M Street, S.W.
WASHINGTON, D.C, 20450

Paperwork Rueduction Act Notice: The public reporting burden for this coltaction of Information is estimated to average t.25 hours per response for
registration activities and 0.25 hours per response for reregistration and special review activities, including time for reading the inslructions and complating
the necessary forns, Send comments regarding the burdan esilmate or any othar aspect of this collectlon of information, including suggestions for reducing
the burden to: Director, OPPE Information Management Division (2137), U.S. Environmental Protection Agency, 401 M Sireet, 5.W., Washington, DC 25466.

Do not send the form to this address.

Certificatton with Respact to Citation of Data

Applicant’s/Registrant’s Name, Address and Telephone Number EPA Registration Number/ Fite Symbol
tontes Ine.: 3039 Washington Ptke, Bridgevilic, PA 15017 /202-393-3903 (Agent) 35%00-2

Active Ingredient(s) and/or representative test compound(s): Date

Silver (EPA A.L# 72501) April 3, 2002

General use pattem(s} (list all those claimed for this product using 40 CFR Part 158) Product Name

Aqguatie Food Crop HYgene Bacteriostatic Water Filter Medla

NOTE: If your product is a t00% repackaging of another purchased EPA-registered product labeled for alf the same uses on your label, you

do not need to submit this form. You must submit fhe Formulator's Exemption Statement {EPA Form 8570-27).

1  1amrespending to a Data Call-in Notice, and have included with this form a list of companies sent offers of compensation (the Data
Matrix form should be used for this purpose).

? SECTION I: METHOD OF DATA SUPPORT (Check one method only}
1 am using the cite-all method of support, and have included with | £X] | am using the selective method of support (or cite-all option
this form a list of companies sent offers of compensation (the under the selective method), and have included with this form a
Data Matrix form should ba used for this purposa). completed Jist of data requiremants (the Data Matrix form must
be tised).

SECTION |I: GENERAL OFFER TQ PAY
[Required if using the cite-all method or when using the cite-all option under the selective method to satisfy one or more data requirements)

X1 1 hereby offer and agree to pay compansation, to other persons, with regard to the approval of this application, to the extent required by
FIFRA.

SECTION Il CERTIFICATION

| certify that this application for registration, this form for reregistration, or this Data Call-In Notice is supported by afl data submitted
or cited in the spplication for registration, the form for raregistration, or this Data Call-In response. In addition, if cite-afl option under the
seleclive method is indicated in Section 1, this application is supported by all data in the Agency's files that {1} concern the propartias or
effects of this product or an identical or substantially simitar product, or one or more of the ingredients in this product; and (2} is a type of
that would be required to be submitted under the data requirements In effect on the date of approval of this application if the
ication sought the initiaf registration of a product of identical or similar composition and uses.

| certify that for each exclusive use study cited in support of this registration or raregistration, that ] am the original submitter or that
1 have obtained the written parmission of the original submitter to cite that study.

1 certify that for each study cited in support of this registration or reregistration that is not an exclusive use study, either: (2} | am
the ariginal data submitter; (b) | have obtained the writtent parmission of the original data submitter to use this study in support of this
application; (c} all periods of aligibility for compensation have expired for the study; (d) the study is in the public literature; or (e} | have
notified in writing the company that submitted the study and have offered (i} to pay compensation to the extent required by seclions
(e} t}(F} andior 3(c)(2}B) of FIFRA; and {ii} to commeance negotiations to determine the amount and terms of compensajlpp.ﬁ any, to be
paid for the use of the study. cere

1 certify that in all instances where an offer of compensation is required, copies of all offers to pay compensation and evidencs of
their delivery in accordance with sections 3(c)(t](F) and/or 3(c}(2)}(B) of FIFRA are available and will be submitted to the agency upen
request, Should 1 fail to produce such evidence to the Agency upon request, | understand that the Agency may initiate a on to derﬂf"“ :
cancel or suspend the registration of my product in conformity with FIFRA. - *

.. .. *hbdan
]

1 certify that the statements t have made on this form and atl attachments to it are true, accurate and compteta. I v’
acknowledge that any knowingly falee or mtsieading statements may be puntehabte by fine or imprisonment or both under sesee
applicable law. sseee

. . Typed or Printed Name and Tile
Signature - Date
M\MN ANanaie Aprii3,2002 | Christina M. Swick — Agent for lonfcs Ing.. s

EPA Form 8570-34 (9-9T) Electronic and 5aper versions available. Submit only Paper version.
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€D 87
G UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

WASHINGTON, D.C. 20460

"y HaEnct

WH;@'

‘*’?;_md‘(& 04/05/2002

CHRISTINA M. SWICK, AGENT FOR EFICE OF
122 C STREET, NW, SUITE 740 TOXIC SUBSTANCES
WASHINGTON DC 20001

PRODUCT NAME: HYGENE BACTERIOSTATIC WATER FILTER MEDIA
COMPANY NAME: LEWIS & HARRISON FOR IONICS

OPP IDENTIFICATION NUMBER: 287810

EPA REGISTRATION NUMBER: 35900-2

EPA RECEIPT DATE: 04/03/2002

SUBJECT: RECEIPT OF AMENDMENT
DEAR REGISTRANT:

The Office of Peaticide Programs has received your application
for an amendment and it hasg passed an administrative screen for
completeness.

During the initial screen we determined that the application
qualifiea for fast track review. The package will now be forwarded
to the Product Manager for review to determine its acceptability.

I1f you have any guestions, please contact Marshall Swindell,
Product Manager 33, at (703)-308-6230.

Sincerely,

A e

Front End Processing Staff
Information Services Branch
Program Management and Support Division

Intemet Addrass (URL) » hilp:/iwww epa.gov
Recycled/Recycizbia sPrintsd with Vegatebde Off Baasd inke on Recycisd Papar {Minimum 50% Posiconaumer content)
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IONICS, INCORPORATED BACTERIOSTATIC WATER FILTER MEDIA
BRIDGEVILLE PLANT EPA REGISTRATION KO. 35900-2

.0. BOX 89, BRIDGEVILLE, PENNSYLVANIA 16017

e fele

ACCEPTED

. Removes objectionable tastes, odors, and color from  with COMMENTS
mmicipally treated tap water in EPA Lettor Doted:

. Irhibits the growth of bacteria within ths media MAR 13 19
bed to prolong the life of the filter Undor the borsas comtinide

sl ooy LA e Do

IO -2
The physical characteristics of HYgens Bacteriostatic Water Filter !gdia are
' comparable to those of granular activated carbon, upon which a silver coating

has been deposited. Carbon was chosen as the carrier material because of its

. exceptionally high available surface area for the deposit of silver, and also
to perform the usual functions of an activated carbon filter media by removing
the many impurities often found in potable water supplies such as turbidity,
suspended solids, chlorine, and objectionable tastes and odors.

RO,

8ilver, which has been chemically plated cnto the activated carbon, is the
Bacteriostatic agent in HYgens Bacteriostatic Water Filter Madia. A Bact-

° eriostatic FPilter Madia is one which will inhibit the growth of bacteria
within the filter bed.

Since *'potable" water can, by law, contain a certain rumber of harmliess
bacteria indigenous to mmicipally treated water, the potential for a
buildup or growth of these bacteria trapped within the filtering medium
dnes exist.

. The low level of bacteria in tap water along with organic compounds normally
. present in a water supply become trapped in the filter bed medium. After a
period of time, the filter bed will contain considerable number of bacteria
and in the presence of thes organic compounds, which becomes a source of
matrients for hacteria, this filter becomes a breeding place for bacterial
growth especially during non~flow periods when the water is not in use,
such as overnight.

WHO MAY USE THIS PRODUCT
[ R R X ]
» »
HYgene Bacteriostatic Water Filter Media is to be used only for manufactufifiy
or fabricating bacteriostatic water filter products for home use. Filterfnmﬁ»—
facturers or formilators who use this media are regponsible for providing data .
to the United States Environmsntal Protection Agency to support the regigtrafion ¢ °* @

of their products. :..... seennse
*s o senes
. eeces’

A

sese

. sen

*es” o
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HYGENE BACTERIOSYATIC WATER PILTER MEDIA FRODUCT DATA

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a
mannsr inconsistent with its labeling.

HYgens Barteriostatic Water Filter Media requires an initial rinse before
use to remove excess carbon fines and entrspped air. This ringe rate should
be proporticnate to a bed of 0.25 Lb. media, at a flow rate of 0.5 gpm for
15 mimites. Following this initial rinse, the inservice flow rate iz not to
axceed 0.5 gpm per 0.25 1b. of media. Bed depth must be at least twice the
diamater. '

Use on cold water only.

Do not discharge effluent containing this product into lakes, streams, ponds,
estuaries, oceans or other waters inless in accordance with the requirements
of a National Pollutant Discharge Klimination System (NPDES) permit and the
permitting arthority has been notified in writing prior to dischargs. Do not
discharge effluent containing this product to sewer systems without previously
notifying the local sewage treatment plant autharity. For gquidance contact
your State ¥ater Board or Bagional Office of the EPA.

SPECIFICATICNS

Metallic Silver -~ 1.08% Activated Carbon - 98.95%

Store in closed container with excludes moisture and chemical fumes.

%

%

MESH SIZE PACRAGING
12 X 30 U.S. Bieve Series 6 Cu. Pt. Fiber Drums
Or 1 Cu. FL. Carton
2 X% 50 U.S. Sieve Series
-....-
* L]
WEYGH - SHIPPING POINT
[ XXX RE} L J
¢ % ¢ 30,34 Lbe. Per Cubic Foot Bridgeville, Permsylvania
[ EEE R Y] L J
::.l. E...:.
oo:oo . B
R "
M.l-a,. ., e VIELE e e 1 4. st
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ACCEPIED
« with COMMENTS
in EPA Lattor Dated:

MAR 131999

2, . AT 2 TR S ST L. 5 P
Fnder % Tetne® fooactlclde
T . : N B

DA TN L Laide
reginerey under EPA Reg. Mo

L 35900- &

[ S,

BACTERIOSTATIC WATER FILTER MEDIA

Inhibits the growth of bactaria

CAUTION: KEEP OUT OF REACH OF CHILDREN
STORAGE OF HYGENE MATERIAL: Store in closed contalner which excludes molsture and

chemical fumes.
EPA Reg. No. 359800-2 EPA Est. No. 35900 PA 01
ACTIVE INGREDIENT
METALLIC SIWER 1.05% LOT NO.
INERT INGREDIENT
ACTIVATED CARBON......ee00en.D8.95%  NET CONTENTS cu. it
DIRECTIONS FOR USE: Flow rate is not 10 exceed 15 GPM per cu. ft.
of media. Bed dapth must be at isast twice
the diamaeter.
DISPOSAL OF SPENT MEDIA: Retain shipping carton and plastic finer for

disposing of exhausted filter media with trash.
Ancther fine product by the manufecturers of General lonics Waler Conditioning Equipment
IONICS, INCORPORATED 3039 Washington Pike, Bridgeville, Penna. 15017
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1 M Street, S.W.
WASHINGTON, D.C. 20460

UNITED STATES E%ONMENTAL PROTECTION AGENCY

Form Approved OME No. 2070-0050

Do not send the fomm to this address.

Paperwork Reduction Act Notice: The public reporiing burden for this collection of information is estimated to average 0.25 hours per responsa for registration activities and 8.25 hours per response for
raregistration and special review aclivities, including time for reading the instructions and completing the necessary forms. Send comments regartding the burden estimate oy any other aspect of this coliection
of information, including suggestions for reducing the burden to: Director, OPPE Information Management Division {2137), LS. Envirenmental Protaction Agency, 401 M Street, S.W., Washington, DC 20450

DATA MATRIX
Date April 3, 2002 EPA Reg. No./File Symbol Page f of {
Applicant's/Registrant's Name & Address: Product
Yonics, Inc. 3839 Washington Pike, Bridgeville, PA 15017 HVgcnc Bacteriostatic Water Filter Media
Ingredieni(s): Sitver {A.L.& 72501}
Guideline Reference Number | Guideling Study Name MRID Number Submitter Status Note
61-1 to 62-3 Product Identity, Composition and Analysis Waived'
63-2 10 63-9 Physical/Ctemicsl Properties Waived'
T-1(a} Acute Avian Oral Toxicity — Quail/Duck CITE-ALL See Attachment PAY
71-2(a) Avian Dictary Toxicity —Quail/Duck CITE-ALL See Attachment PAY
71-2(b) Acute Avian Dietary - Duck Waived'
72-{(a) Freshwater Fish Toxicity - Bluegill Waived'
72-1{¢) Fish Toxicity —~ Rainbow Trout CITE-ALL See Attachment PAY
72.2(a) Freshwaler invertcbrate Toxicity CITE-ALL See Attachment PAY
81-1 Acute Qral Toxicity Waived'
81.2 Acute Dermal Toxicity Waived'
81-3 Acute Inhaiation Toxicity Waived'
8.4 Primary Eye Irritarion Waived'
81-5 Primary Dermal Irritation Waived'
816 Skin Sensitization Waived'
161-110 165-5 Environmentai Fate Waived'
FOOTNOTE:
f.  These data requirements were waived under the provisions of the Silver RED (June 1993},
BRI ° .
- £
Signaturs c 4. s % o Name and Title: Date
: '@,\93“ : @[ , J&.;,m.d&’_ Christina M. Swick, Agent for fonics, Inc. April 3, 2002

EPA Eom B570-35 (5-071 EGronic SR PR arnons Svailzbie, Subd o0l y Paper varson

Agency kxtema! L Copy
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DATA MATRIX ATTACHMENT
Product Name: HYgene Bacieriostatic Water Filter Media
EPA Reg. No.: 35900-2
Date of Data Matrix: April 3, 2002
Chemical: Silver, A.l. Number 72501

COMPENYH# 008588 RGDEN FILTER COMPANY INC
* DATA TYPES +* 4662 LANKERSHIN BLVD.
EU AT EC FW EF OT HORTH HOLLYWOOD CA

XX 102

COMPANY# 010324 MASON CHEMICAL CO

* pATZ TYPES + 721 W ALGONQUIN RD

EU AT EC FiW EF OT ARLINGTON HEIGHTS IL
xX XX 60005

COMPANY4 014944 ATEK INDUSTRIES INC
* DATA TYPES + 5355 MCCONNELL AVE
EU AT EC FW EF OT LOS ANGELES CA

XX 200866

COMPANY# 0188692 KING-HOLLER INT
* DATA TYPES + 606 WILSHIRE BLVD SUITE 501
o EU AT BEC FW EF ©T SANTA MONI CA
XX XX 20401

COMPANYH# (035068 CONSUMER ECOLOGY PROD., INC
* DATA TYPES + 101 S. W, FIFTH COURT
EU AT EC FW EF OT POMPANC BEACH FL

XX 33060

COMPANY# 037370 NATIONAL SAFETY ASSOCIATES, INC.
* DATA TYPES * 4260 EAST RAINES ROAD
EU AT EC FW EF OT MEMPHIS TN

XX XX 381ls

COMPANYH# 037664 TELEDYNE WATER PIK
* DATA TYPES * 1730 EAST PROSPECT ST
EU AT EC FW EF OT FORT COLLINS CO

XX XX XX 80521

COMPAENY# 0377%6 WATER SAFE PRODUCTS, INC
* PATA TYPES * 8337 NIEMAN ROAD
EO AT EC FW EF OT LEXEXA KS

Xn 66214

COMPANYH# 038058 PUROCLATOR CA. PURCLATOR, INC.
* DATA TYPES * 950 RANCHO CONEJO BLVD.
EU AT EC FW EF OT WEWBURY PARK CA

XX 91320
COMPANY# 038688 C. H. DEXTER DIVISION
* DATA TYPES ~+ ONE ELM STREET ceee
EU AT EC EW EF OT WINDSOR LOCKS CT toas
XX XX 06096
COMPANYS 039444 SUUNTO USA INC . vesees
AGENT FOR: KATADYN PRODUCTS, INC. . e ¢ v
* DATA TYPES *+ 2151 LAS PALMAS DRIVE, SUITE F St ceves
EY AT EC FW EF OT CARLSBAD CA i
XX XX 92009 e
..:.'.
- “dsng
LEN Y]
- -
(B N |
LR ] L]
*
* *N
Page1cf2
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Product Name:
EFA Reg. No.:
Date of Data Matrix:

Chemical:

DATA MATRIX ATTACHMENT

HYgene Bacteriostatic Water Filter Media
35500-2

Agpril 3, 2002

Sitver, A.l. Number 72501

COMPANY §
* DATA
EJ AT EC

COMPANY #
*  DATA
E{ AT EC

COMPANY#
*  DATA
EU AT EC
X%
COMPANY #
*  DATA
EJ AT EC
XX
COMPANY §
*  DATA
EU AT EC
COMPANY &
*  DATA
EU AT EC
XX
COMPANY #
* DATA
EU AT EC

COMPANY #

*  DATA
EU AT EC

039838 NORTH AMERICAN SYSTEMS, INC.
TYPES * 24700 MILES ROAD
F¥W EF OT BEDFORD HTS. OH
XX XX 44146

067712 ZODIAC PCOL CARE, INC.
TYPES * 3420 NORTHWEST 53RD STREET
F¥ EF OT PT. LAUNDERDALE FL

XX XX 33309

071227 AGION TECHNOLOGIES LLC
BGENT FOR: SINANEN COMPANY,
TYPES * 60 AUDUBCN ROAC
W EF OT WAKEFIELD MA
XX ©01880

071661 SRA INTERNATICNAL, INC,

AGENT FOR: INTELLIGENT BIOCICES LLC

TYPES + 1850 M STREET, N.W., SUITE 290

FW EF OT WASHINGTON BDC
XX XX 20036

072977 HENRY JACOBY, REGULATORY CONSULTANT

AGENT FOR: ETI H20, INC.
TYPES * 6709 ILEX COURT
FW EF OT NEW MARRET MD
¥ XX 21774

373148 SCIENTIFIC & REGULATORY CONSULTANTS

AGENT FOR: ISHIZUKA GLASS CO.,
TYPES * 102 1/2 SOUTH CHAUNCEY STREET

FW EF OT COLUMBIA CITY IN
X% 48725

073499 AMERICAN BIOTECH LABS

LTD.

TYPES * 70 WEST CAWYON CREST RD., SUITE ©

FW EF OT ALPINE UT
xX 84004

073667 CHEMREG INTERNATICNAL, LLC

AGENT FOR: APYRON TECHNOLOGIES,

TYPES * 223%-H TACKETS MILL ORIVE
EW EF OT LAKE RIDGE VA
XX 22192

INC.

seeq
L]
XY T
* A ELE T
o . . .
L]
L] L ] .
L T *ePany
. .
e
LI Y
. .
- LA R NN
LETTY
LYY
[ L]
* 4 »
LS 11
Page 2of 2
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M Street, S.W.
WASHINGTON, D.C. 20460

Paparwork Reduction Act Notlce: The public reporting burden for this collection of Information is estimated to average 0.25 hours per response for fegistration activities and 0.25 hours per response for
reregistration and special review activities, including time for reading the instractions and compieting the necessary forms. Send comments regarding the burden estimate or any other aspect of this colleclion

of information, inchuding suggestions for reducing the burden to: Director, OPPE Information Managament Division {2 f37), L.S. Environmental Protection Agancy, 401 M Street, S W., Washington, DG 20460.
Do not send the form to this address.,

P UNITED STATES qowenm. PROTECTION AGENCY @ Form Approved OMB No. 2070-0050
Y4 1

DATA MATRIX
Date  Aprit 3, 2002 EPA Reg. No/File Symbol  35900-2 Page 1 of 1
Applicant’s/Registrant's Name & Address: Product
lonics, Inc. 3039 Washington Pike, Bridgeviite, PA 15017 HYgene Bacteriostatic Water Filter Media
Ingredient(s): Sitver (A.L# 72501}
Guideline Reference Number | Guideline Study Name MRID Number Submitter Status Note
Waived.
Waived'
Sec Attachment PAY
See Attachment PAY
Waived'
Waived'
See Attachment PAY
See Attachment PAY
Waived’
Waived'
Watived'
Waived'
Waived'
Waived'
Wajved'
oe : - - -
RS e :
R AR
L L] Ty -
Signature :'L. 3 se .. Name and Title: Date
g W . /&\mm Christleg M. Swick, Agent for ionics, inc. April 3, 2002
EBA Form 8570-35 {3-87) EIM;lmu.cn;d Fbm-versms weiiabia . Subrmt only Paped veesion, Pubsite Lhya Copy
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DATA MATRIX ATTACHMENT

Product Name: HYgene Bacteriostatic Water Filter Media
EPA Reg. No.: 35900-2

Date of Data Matrix:  Aprii 3, 2002

Chemical: Silver, A.l. Number 72501

COMPANYS 008588 RGDEN FILTER CDMPANY INC
* DATA TYPES * 4662 LANKERSHIN BLVD.
EY AT EC FW EF OT NORTH HOLLYWOOD CA

XX 91602

CCMPENY# 010324 MASON CHEMICAL CO

* DATA TYPES * 721 W ALGONQUIN RO

EU AT EC FW EF OT ARLINGTON HEIGHTS IL
b &4 XX &0005

COMPANYH# 014944 ATEK INDUSTRIES INC
* DATA TYPES *+ 5355 MCCONNELL AVE
EU AT EC FW EF OT LOS ANGELES CA

XX 90066

COMPANY# 018869 KING-HOLLER INT
* 0aATA TYPES * 606 WILSHIRE BLVD SUITE 501
EU AT EC FW EF OT SANTA MONI CA

XX XX 90401

COMPANY# 0353968 CONSUMER ECDLOGY PROD., INC
*+ DATA TYPES * 101l 8. W. FIFTH COURT
EU AT EC FW EF OT POMPANG BEACH FL

XX 33060

COMPANYH 037370 NATICONAL SAFETY ASSOCIATES, INC.
* ORTA TYPES * 4260 EAST RAINES RCAD
EU AT EC FW EF OT MEMPHIS TN

XX XX 381is

COMPANY# 037664 TELEDYNE WATER PIK
* DATA TYPES * 1730 EAST PROSPECT ST
EU AT EC FW EF OT FORT COLLINS CO

XX XX XX 80521

COMPANY# 037756 WATER SAFTE PROOUCTS, INC
* DATA TYPES + 8337 WIEMAN RGOAD
EYJ AT EC FW EF OT LEXEXA K3

XX 66214

CCMPANY# 038058 PUROLATOR CA. PURCLATOR, INC.
* DATA TYPES * 850 RANCHO CONESQ BLVD.
EU AT EC FW EF OT NEWBURY PARK CA

XX 81320

COMPANY# 038688 C. H. DEXTER PIVISION

* DATA TYPES + ONE ELM STREET :ooo
EU AT EC FW EF OT WINDSOR LDCKS CT LYY
XX XX 06086
COMPANY# 039444 SUUNTD USA INC » sevens
AGENT FOR: KATADYN PRCODUCTS, INC. » » : * :
* DATA TYPES + 2151 LAS BALMAS DRIVE, SUITE F '..'.: assses
EQ AT EC FW EF OT CARLSBAD CA o..o
XX XX 92009
sassse
. .
g (XYY
[TY Y}
L] »
(XYY
" .
[
LY
Page 1t of 2
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DATA MATRIX ATTACHMENT

Product Name: HYgene Bacteriostatic Water Filter Media
EPA Reg. No.; 35%00-2

Date of Data Matrix: April 3, 2002

Chernical: Silver, A.l. Number 72501

COMPANY# 038938 NORTH AMERICAN SYSTEMS, INC.
* DATA TYPES * 24700 MILES RCAD
EU AT EC F¥ EF OT BEDFORD HTS. OH

XX XX 44148&

COMPANY# 067712 ZCODIAC POQL CARE, INC.
* PATA TYPES * 3420 NORTEWEST 53RD STREET
E0 AT EC FW EF OT FT. LAUNDERDALE FL

XX XX 33309

COMPANY# 071227 AGION TECHNOLOGIES LLC

AGENT FOR: SINANEN COMPANY, LTD.
* DATA TYPES * 60 AUDUBON ROAD
E0 AT EC FW EF OT WAKEFIELD MA

XX Xx 01880
COMPANY# 071661 SRA INTERNATICONAL, INC.
. AGENT FOR: INTELLIGENT BIOCIDES LLC

* DATA TYPES * 1850 M STREET, N.W., SUITE 2340
EU AT EC FW EF OT WASHINGTON DC
X% XX XX 20038

COMPANY# 072977 HENRY JACOBY, REGULATORY CONSULTANT
AGENT FOR: ETI HZ0, INC.
* DATA TYPFES * 6709 ILEX COURT
EU AT EC FW EF OT NEW MARKET MD
XX XX 21774

COMPANY# (073148 SCIENTIFIC & REGULATORY CONSULTANTS
AGENT FCR: ISHIZUKA GLASS COC., LTH.
* DATA TYPFES * 102 1/2 SOUTH CHAUNCEY STREET
EQ AT EC FW EF OT COLUMBIA CITY IN
XX XX 46725

COMPANY# 073499 AMERICAN BIOTECH LABS
* DATA TYPES +* 70 WEST CANYON CREST RD., SUITZ D
E0 AT EC ¥W EF OT ALPINE UT

XX g4004

COMPANY# 073667 CHEMREG INTERNATIONWAL, LLC
AGENT FOR: APYRON TECHWOLOGIES, INC.
* DATA TYPES * 2239-H TACKETS MILL DRIVE
EU AT EC FW EF OT LAKE RIDGE VA
XX 22192

‘e
.
shee
* LA XT XY
. . * .
.
- LI .
LN Y] sobeve
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ATTACHMENT 1
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*Pages 69-85 Product ingredient source information may be entitled to confidential treatment*



ATTACHMENT 2
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*Pages 87-101 Product ingredient source information may be entitled to confidential treatment*



NON-FQPrA
— .= \"-—/,,
SUBMISSION BAR CODE #.5.35 S48~ REVIEWER /M [ &t
COPING FORM FQOR APDLICATIONS FOR REGISTRATION/AMED NT

FILE SYMBOL/REG NO.% fs“g//:/}'—- e PM 5 4 ACTION CODE .3 § (&

DESCRIPTOR __F R Netic e o ad¢s-F

! ) CHILD RESISTANT PACKAGING: { ] CERTIFICATION
{ ] NON-RESIDENTIAL USE ONLY
[ )} NOT APPLICABLE

REGISTRATICON TYPE: | ] CONDITIONAL { ) UNCONDITIONAL
PROPOSED CLASSIFICATION: { ] GENERAL [ ) RESTRICTED USE
DATE ON APPLICATION EPA RECEIVE DATE PM RECEIVE DATE
1 ' h ot - s ) ’“. .
fol /7 L od /88 oo /0 V.73V vo
METHOD OF SLPPORT FORMULATORS EXEMPTION
CITE-ALL ] SUBMITTED

{
SELECTIVE . { ] NOT SUBMITTED
NOT SUBMITTED { ] NOT APPLICABLE
{

—— e — —
ikt d st fd d

NOT APPLICABLE ) INCORRECT/RESUB
INCORRECT/RESUB | .
REVIEW(S) REQUESTED  DATA DATE DUE. DATE -
; = PACK #  SENT DATE RETURNED
CHEMISTRY ‘
EFFICACY .
TOX ICOLOGY
- HED TOX.
ENVIRON. FATE
FISH/WILDLIFE
OTHER g
STATUS
RESPONSE CODE 37 RESPONSE DATE NOY 0 2 2000 4
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A EFRBETRE R .o pox 99, BRIDGEVILLE, PENNSYLVANIA {5017
PE ERE. a5 PHONE 412-257-2029 FAX 412-257-1270

noes, INCORPORATELD

Qctober 17, 2000

U.S. Environmental Protection Agency
Office of Pesticides Programs
Registration Division {7504C)

401 M St., S.W.

Washington, D.C. 20460

Aftn:  Marshall Swindell
Product Manager 33
Regulatory Management Branch |
Antimicrobial Division (7505C)

Re: PR Notice 2000-3
lonics Product Registration Numbers: 35900-2; 35900-3; 35900-6; 35900-7; 35900.9;
35900-13; 35900-16; 35900-18; 35900-18; 35900-2¢ and 35900-21

Dear Mr. Swindell:

Pursuant to the above referenced PR Notice 2000-3 regarding First Aid Statements on Pesticide
Product Labels, | am sending this lefter as a formal confirmation of my communications and
discussions with your Ms. Karen Leavy-Munk.

Basically, the above referenced products’ labels only require the precautionary statement "Keep
Out of Reach of Children” above the signal word “Caution”, which already appears on zll of our
labeling. Additionally, we are to follow Toxicity Category 1V across the board in regards to First
Aid Statements due to the only active pesticide ingredient being Silver.

With this formal confirmation, shorily we will be forwarding our present labels with any
modification required by Toxic Category IV, as outlined in the above referenced PR Notice, to
your offices for review and acceptance.

Thank you for your confinued support and guidance in our registration of groduct through the

U.S. EPA.

Sincerely,

lonics, Incorporated L
e W

John Henigin sesees . ..

Manager, Chemical Products and Projects . : e L.t
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Reviewer ID

Submission No. ; ’;Zfﬁ ﬁé/

Data Package No.

CODING FORM FOR APPLICATIONS FOR REGIGTRATION/AMENTMENTS
File Symbol/Reg. No. 5‘;—9 O~ 2/‘ PH % l,., ; ) ?gg)

{10] Descriptor (Amend/Hesutmisions only)

{S”| Intrastate Call-in /_ /7 (Y) Yes [I5] Child-resistant / /(C) Certification

Packaging

/7 {N) No . / 7S} service Person

[20] Registration Type: /7 (R Hon-residential

A J— Use Only

£~/ (1} Conditional £/ (2} Unconditional

R . 7 {N) Mot-hpplicable

. {25 [proposed Classification: {30] Final Classification:
/7 (R) Restricted  / 7 (R} Restricted
/7 (G) General 7 (W) Not Classified
135} Date on Application: |[04] EPA Received Date: {40] Date Received by PH

10 blazlo] 101k [2zlog] 8161242 2,57

{80] Hethod of Support:

/7 (1) Cite~all /"7 (6) Owner Submission .
/7 {4) Not Applicable / 7 (7} Total Submission
/7 (S5) tot Submitted /7 (8) Selective Method

DATE UE DATE RESFONSE  RESPONSE
Reviewers Regquested: SENT DATE RETURNED CODE DATE

CcH

EF

PL

DEB

NDEB

TR

EEB

EFGB

2131 FINAL = Resporise 11200 Rrespor g’ ? !
aoTiow code 3% 7 7/

7S-DAY RESPORSE DUE 377 ’ 104
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

T i e,

R .

Iy

7

Y1 8
\%«%n/ -
Ionics, Inc.

3039 Washingotn Pike

Brideville, PA 15017
Attention: Walter J. Polens

Subject: Hygene
EPA Registration Number 35500-2
Your Submigsion Dated June 22, 19956
EPA Received Date June 22, 1985

The submitted final printed labels have been placed in your
product file. They have not been reviewed in accordance with the
PR Notice 82-2,

If you have any questions concerning this letter, please
contact Karen M. Leavy at (703)-305-6966.

Marion™J4 Jochnson

Product Manager {31)
Antimicrobial Program Branch
Registration Divieion {(7505C)

CONCURREHCES

SYMBOL
SURNAME

DATE
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BACTERIOSTATIC WATER FILTER MEDIA

oThis product is designed to remove objectionable tastes, odors,

oThis product is designed to inhibit the growth of bacteria within

HYgene®

and color from municipally treated tap water.

the filter to prolong the life of the filter.

KEEP OUT OF REACH OF CHILDREN

CAUTION
EPA REGISTRATION NO. 3590(-2 EPA ESTABLISHMENT NO. 35900 PA 01
ACTIVE INGREDIENT
Metailic Silver «vem-— 1.05% LOT No.
INERT INGREDIENT
Activated Carbon —--98.95% NETCONTENTS cu. fi.
STORAGE Store in closed container which exciudes moisture and
chemical fumes,
DISPOSAL OF SPENT MEDIA------  When contents are exhausted, wrap in newspaper and
discard in the trash.
DIRECTIONS FOR USE——meeor— Refer to enclosed product data sheet.
IONICS, INCORPORATED 3039 WASH!NGTON PIKE, BRIDGEVILLE, PA 15017

IOMICS. INCORPORATED
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t0ONICS, INCORPORATED WATER FILTER MEDIA
BRIDGEVILLE PLANT EPA REGISTRATION NO. 35900-2
0. BOX 96, BRIDGEVILLE, PENNSYLVANIA 15017 EPA ESTABLISHMENT NO. 35900 PA 01

HYGENE BACTERIOSTATIC WATER FILTER MEDIA

oThis product is designed to remove objectionable tastes, edors, and color from
municipatly treated tap water.

o This product is designed to inhibit the growth of bacteria in the filter to prolong the
life of the filter

WHAT IT IS AND HOW IT WORKS

The physical characteristics of HY gene Bacteriostatic Water Fitter Media are comparable to those of granular
activated carbon, upon whick a silver coating has been deposited. Carbon was chosen as the carrier material
becanse of its exceptionally high available surface area for the deposit of silver, and also to perform the usual
function of an activated carbon filter media by removing the many impurities often found in potable water
supplies such as turbidity, suspended solids, chlorine, and objectionable tastes and odors.

o Silver, which has been chemically plated onto the activated carbon, is the Bacteriostatic agent in HY gene
Bacteriostatic Water Filter Media. A Bacteriostatic Filter Media is one which will inhibit the growth of bacteria
within the filter bed.

Since “potable” water can, by Iaw, contain a certain number of harmless bacteria indigenous to municipally .

treated water, the potential for a buildup or growth of these bacteria trapped within the filtering medium does P
exist,

The low level of bacteria in tap water along with organic compounds normally present in a water supply become
trapped in the filter bed medium. After a period of time, the filter bed will contain considerable number of
bacteria and in the presence of the organic compounds, which becomes a source of nutrients for bacteria, this
filter becomes a breeding place for bacterial growth especially during non-flow periods when the water is not in
use, such as overnipght,

WHO MAY USE THIS PRODUCT sons’

hEd
L] * 0

HYgene Bacteriostatic Water Filter Media 1s to be used only for manufacturing or fabijgtiog Bacter.i:}gta.ﬁc
water filter products for home use. Filter manufacturers or formulators who use this medid are resgrlsible for
providing data to the United States Environmental Protection Agency fo support the repigiraion ofstheke

products. il e .
PSESE » [T ]
» »
[ TR YY) »

» [ 7 ]

L B »

T2 X

-

SEE REVERSE SIDE oo

107




HYGENE BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
It is a violation of Federa!l Law to use this product in 2 manner inconsistent with its Tabeling.
HYgene Bacteriostatic Water Filter Media requires an initial rinse before use to remove excess carbon fines
and entrapped air. This rinse rate should be proportionate to a bed of .25 Lb. media, at a flow rate of 0.5
gpm for 15 minutes. Following this initial ninse, the in service flow rate is ot fo exceed 0.5 gpm per 0.25
Lb. of media. Bed depth must be at least twice the diameter.

USE WITH COLD WATER ONLY.

SPECIFICATIONS
ACTIVE INGREDIENT INERT INGREDIENT .
Metallic Silver - 1.05% Activated Carbon - 98.5%

STORAGE

Store in closed container which excludes moisture and chemical fimes.

MESH SIZE PACKAGING:
20 X 50 U.S. Sieve Series 6 Cu. Ft. Fiber Drum
1 Cu. Ft, Carton,
WEIGHT SHIPPING FOINT .
30-34 Lbs. Per Cubic Foot Bridgeville, Pennsylvania
A,h. e 3/1/95
SRE Py
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CPA REGISTRATION MO,

US ENVIRONMENTAL PROTECTION AGENLY . 35900-2
OFFICE OF PESTICIDES PROGRAMS
HEGISTAATION DIVISION [T5.767) TERM OF 1$SUANCE
WASHINGTORN, 06 20480

HAKE OF PESTICIOE PRODUCT
NOTICE OF PESTICIDE: [ pxewreanon | Hygene

(Under the Fodorel Inzocticide, Fungiclde,
and Rodenticide Acr, as smended!

HAME ARD ADDAESS GF REGISTRANYT {inefude IiP M); .

™ ' . - -t
Ionica, Inc.

3035 Washington Pike
Bridgeville, PA 15017

o 4

MOTE: Changes in inbeling formuls differiag ia subatsnce from thst scoepted in connéction with this regiztration must bo
submlitted to and sccepted by the Registration Division grior to uce of the label in commerco, In eny correapondence on this
product aiways refer to the ebove U5, EPA reglatretion number,

Oa tha basiz &f Informetion furnizshad by the registrant, the above namied ponticide lg haraby Reglstered Reragintered undnr
the Fadsrel Insecticlde, Fungicide, and Rodenticide Act,

A copy of the {abeling accapted in coanection with thiz Registration/Reregistration in returned herewith.

Reglotration ls In no way to be congirusd sa an indorsemeot or epproval of this product by this Agency. [n order to protect

heelth and the environmeot, the Administrator, on his motion, may st say time suspend o cancel the reglatration of & pest.
leide in ececordanco with the Act, The acceptance of any same in coanection with the reglatretion of # product wndes this
Act is not to be conntrued ss giving the n:umn! ¢ tight to excluslve uxe of the name or to its use if it has bewn covered

by othars.

Based on your regponse to the Silver Reregistration
Eligibility Document, EPA has reregistered the above named
product subject to the comments recorded in the succeeding
paragraph. This action is taken under the authority of section
4{g} (2) (C) of the Federal Insecticide, Fungicide, and :
Rodenticide Act, as amended. Reregistration under this sectio
does not eliminate the need for continual reasgessment of
pesticides. EPA may require submission of data at any time to
maintain the registration of your product. Make the following
labeling changes before you release the product for shipment:
Make the following labeling changeg listed below before you
release the product for shipment:

a. Add the phrase *EPA Registration No. 35%00-2" t

b. Include the appropriate EPA Establishment No.

¢. Revise the statement *Removes....tap water" to read
"This product is designed to remove objectionable

tastes, odors, and color from municipally treated
tap water.”

D ATTAGHMENT IS ARRLICABLE

SIGHATURE OF APPROVING OFFICIAL QATE

EPA Form 85704 {Rev. 5-74) BREVIOUS BOITION MAY BT USED tIRTIL SUPPLY 12 EXMAUTTE .
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d. Delete the phrase "General Classification"” to read
"Directions for Use."

e. Revise the statement "Inhibits the growth ..... filter
media" to read "This product is designed to remove
objectionable tastes, odors, and color from municipally
treated tap water."

f. Place the statement "Keep Out of Reach of Children®
directly above the signal word "Caution.™

g. Place the misuse statement *It is a violation of the
Federal Law to use this product in a manner inconsistant
with itsg labeling" direclty under the subheading
"Directions for Use.®

h. Delete the phrase "Fllters suspended solids® from the
product labeling.

The Confidential Statement of Formula dated April 11,
1594, is in compliance with PR Notice 81-2, it agrees with the
label and is acceptable,

The label claim 18 in compliance with PR Notice $1-2 which
is the nominal concentration and it agrees with the Confidential
Statement of Formula and 1s acceptable.
acceptable.

A stamped copy of the labeling is enclosmed for your records.

Submit one copy of final printed labeling before releasing
the product in channels of trade with the reviged labeling.

If these conditions are not complied with, the registration
will be subject to cancellation in accordance with FIFRA sec.
6(e). Your release for shipment of the product constitutes
acceptance of thege conditions.

Sincerely,

Lwg

Walter C. Francis

Acting Product Manager (31)
Antimicrobial Program Branch
Registration Division (7505C)
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1ONICS, INCORPORATED
BRIDBEVILLE PLANT

‘.O. 80X 88, BRIDGEVILLE, PENNSYLVANIA 15017

HYGERNR BACTERIOSTATIC WATER FILTER MEDIAT - 3

’ ACCEPTED :
. Removes objectionable tastes, odors, and color from mﬁzcowwms
municipally treated tap water fn EPA Letior 1 fod:

. Inhibits the growth of bacteria within the media MAR 13 1985
bad to prolong the life of the filter

{570 -2

The physical characteristics of HYgem Bacteriostatic Water Filter Media are
comparablie to those of gramilar activated carbon, upon which a silver cpating

has been deposited. Carbon was chosen as the carrier material because of its
. exceptionally high available surface area for the deposit of silver, and also
to perform the usual functions of an activated carbon filter media by removing
the many impurities often found in potable water supplies such as turbidity,
suspended solide, chlorine, and obiectionable tastes and odors.

Silver, which has been chemically plated onto the activated carbon, is the
Bactericstatic agent in HYgene Bacteriocstatic Water Filter Media. A Bact-

. ariostatic Filter Media iz one which will inhibit the growth of bacteria
Within the filter bed.

$ince "potable' water can, by law, contain a certain muber of harmless
bacteria indigencus to municipally treated water, the potential for a
buildup or growth of these bacteria trapped within the filtering medium
does exist.

The low level of bacteria in tap water along with organic compounds normally

. present in a water supply become trapped in the filter bed medium. After a
pariod of time, the filter bed will contain considerable rumber of bacteria

and in the presence of the organic compounds, which becomes a scurce of

nistrients for bacteria, this filter becomes a breeding place for bacterial

growth especially during non-flow periods when the water is not in use,

such as overnight.

WHO MAY USE THIS PRODUCT
L X2 1]
HYgene Bactericstatic Water Pilter Madia is to be used only for manufactullhl
or fabricating bacteriostatic water filter products for home use. Filter imarie
facturers or formuilators who uge this media are responsible for providing dapta ..,
to the United States Environmental Protection Agency to support the regigtrafion ¢ *

of their products. e I IIITY
. . Ty
"ee"at TIT
L] ..:".
. =
'.:'..
. ses
)
s &
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HYGENE BACTERTOSTATIC WATER FILTER MEDIA PROIXCT DATA

DIRECTIONS FOR USE

It is a violation of Federal Law to use this product in a
manher inconsistent with its labeling.

HYgene Bacteriostatic Water Filter Media requires an initial rinse before
use to remove excess carbon fines and entrapped air. This rinse rate should
be proporticnate to a bed of 0.25 Lb. media, at a flow rate of 0.5 gpm for
15 mimutes. Pollowing this initial rinse, the inservice flow rate is not to
exceed 0.5 gpm per 0.25 lb. of media. Bed depth must be at least twice the
diameter. '

Use on cold water only.

Do mot discharge effluent containing this product into lakes, streams, ponds,

estuaries, oceans or other waters unlessg in accordance with the requirements
of a BMational Pollutant Discharge Elimination System (NPDES) permit and the
permitting authority has been notified in writing prior to discharge. Do not

discharge effluent containing this product to sewer systems without previcusly

notifying the local sewage treatment plant authority. For guidance contact
mmmmawwot‘ﬁmot‘mmm.

Matallic Silver - 1.05% Activated Carbon ~ 98.95%

STORAGE

Store in closed container with excludes moisture and chemical fumes.

MESH SIZE PACKAGING
12 X 30 U.8. Sieve Series 6 Cu. Ft. Fiber Drums
Oor 1 Cu. Ft. Carton

2% 50 U.S. Sieve Series

LR XX ]
» »

LE R 2R 1] L]
¢l 34 Lbs. Per Cubic Poot Bridgeville, Pennsylvania
L&A 21T ] »
* : L] ..
LE R XY ] *e Be
.oo:oo » @A V"'&zs i
.oo:o. B .
A--ll-—:l.: .,
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DATE OUT: -

SUBJECT: PRODUCT CHEMISTRY REVIEW OF:
A MANUPACTURING~USE [ OR AN END~USE PRODUCT | ]
DP Barcodel2/i5F4Reg. No. or File sSymbol No. 35900-2

TO: (PM Team Reviewer) | .

PM Teaw No. _3/ Uallon Frgsees /faéox. ﬁa,?
FROM: (Chemist/Date) Anna. Skai,aw

Product Chemistry Review Seftion

Registration Support Branch/RD (WH705W)
THRU: Harold Podall, Ph.D., Section Head ?/ ZJ?/%;’

Registration Support Branch/RD (WH7505W)

(;?iﬁgm Lol of Formuk. dalied H4-1-94

2 U e ‘ance. webl. ' PR Melicc ?/-J,JW
it ZZe — olel Grol v Rd(.'f@fa.ﬂé~

drbel ¢ il ol pua? IS o aecee
Wil PR “Wetleoe Gr-2 & £e The Fromd B3¢ Condl olia!
L ogreto et C}Tzéakxiéﬁﬁdu? ALl peseZ Of- Forcee by,

arng” 40 QCW'

o Slgpats

L-7-9r

H?SOSU:RD:RS&:PCRS:CS-1:mexxzktv1¢utr:7ypi:t inttiale:xx/xx /941703308 xxxx : Code Rg.(Reg or Rereq Ne).




2

PRODUCT CHBEMISTRY REVIEW OF MP t-/{ EP [ ]

DP BARCODE No.:D2((5§

1.

REG. /File -ymbol No.: 3£3W90*

Mectlen,

Reviewer: ﬁa 1. 55 _ﬁﬁﬂdz Company : LQ_{: gé,

Type of Submission: Registration ([ } Reregistration hﬂx
New [ ] Resubmigsion [ ] Amendment [ ] "ME-TOO" [ ]
Alternate Formulation [ ] Experimental Use Permit [ }

Other (Specify}

If "Me-T00" Registration, this product is [ 1 ig not [ ]
similar or substantially similar to EPA‘s Reg. No.:

If not, comment in Confidential Appendix A on the differences
between the registered and the new source where significant.

6(a}

6 (b)

& (¢}

Type of formulation and the sources of active ingredients:

® Non-integrated formulation system................cc...... (]
@ Are all technical grade active-ingredients used registered?
e yes [ ] ®no (1, If no, specify

@ Integrated formulation system. ...... oot vninnnnnenn [V(

Clearance of intentionally added ingredients in the
formulation for the intended use (indicate in the Confidential
Appendix those that are not cleared; the PC Codes should be
provided by the chemist on the CSF for those that are
cleared} :

Formulation intended for food use under 40CFR§180.1001;

¢ yes [ ] ®no (] © Some are cleared, others are not [ ]
Cleared under list: ¢ cl 1] o df ] oe []
Are there any limitations for use as an inert under 40CFR§180.
19617

eyes [ ] eno [ ], If yes, specify fﬂﬁﬁ

Formulatjon intended for non-food use:
@ yes [v] @no [ ] © Some are cleared, others are not [ ]

Clearance by the FDA of certain formulations under 21CFREXI70
to 199. Examples: {a) indirect food additives, such as food
contact surface sanitizers; adhesives, coatings, paper and
paperboard products that may contact food in packaging or
holding; and (b) substances generally recognized as safe
{GRAS) .
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Un

CASE: 019225 DATA PACKAGE RECORD DATE: 02/02/95
SUBMISSION: 5480869 BEAN SHEET Page 1 of 1

DP BARCODE: D211584

* % % CASE/SUBMISSION INFORMATION * * *

CASE TYPE: REGISTRATION ACTION: 8§75 RESUBMISSION
RANKING : 10 POINTS ()
CHEMICALS: 072501 Silver 01.0500%

ID#: 035900-00002 HYGENE

COMPANY: 035900 IONICS, INCORPORATED

PRODUCT MANAGER: 31 WALTER FRANCIS 703-305-6661 ROOM: (M2 248
PM TEAM REVIEWER: KAREN LEAVY 703-305-6966 ROOM: (M2 268
RECEIVED DATE: 01/13/65 DUE OUT DATE: 07/12/95

* * % DATA PACKAGE INFORMATION * * #
DPF BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/85 DATE RET,.: /! /

CHEMICAL: 072501 Silver
P TYPE: 001 Submission Related Data Package

CSF: Y LABEL: Y
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95
DIV : RD / 7/ /7 NEGOT DATE: [/ /
BRAN: RSB /7 /7 PROJ DATE: [/ /
SECT: PCRS / 7 / 7
Rmmma,ﬂ%g / 7 7
CONTR: 2-7-g5 /7 / /7

* % % DATH REVIEW INSTRUCTICNS % * *
Please review the revised Confidential Statement of Formula
and Product Labeling in response to the Silver RED,
Attn: Anna Skapars
* % * DATA PACKAGE EVALUATION * +* +*
o No evaluation is written for this data package
* % ¥ ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * % *

DP BC BRANCH/SECTION DATE OUT DUE BACK INS CSF LABEL
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DP BARCCODE: D211584

CASE: 015228 DATA PACKAGE RECORD DATE: 02/02/35
SUBMISSION: S480969 BEAN SHERT Page 1 of 1

* % * CASE/SUBMISSION INFORMATION #* * «

CASE TYPE: REGISTRATION ACTION: 675 RESUBMISSION
RANKING : 10 POINTS ()
CHEMICALS: 072501 Silver 01.0500%

ID#: 035900-00002 HYGENE

COMPANY: 035900 IONICS, INCORPORATED

PRODUCT MANAGER: 31 WALTER FRANCIS 703-305-6661 ROOM: CM2 248
PM TEAM REVIEWER: KAREN LEAVY 703-305-6966 ROOM: (M2 268
RECEIVED DATE: 01/13/95 DUE OUT DATE: 07/12/95

* % * DATA PACKAGE INFORMATION * #* *
DP BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/95 DATE RET.: /7

CHEMICAL: 072501 Silver
P TYPE: 001 Submission Related Data Package

C8F: Y LABEL: ¥
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95
DIV : RD /7 /7 NEGOT DATE: /7
BRAN: RSB /7 / /7 PROJ DATE: / 7/
SECT: PCRS /7 /7
REVR : /7 /7
CONTR: /7 /7
* ¥ ¥ DATA REVIEW INSTRUCTIONS * ¥ *
Please review the revised Confidential Statement of Formula
and Product Labeling in response to the Silver RED.
Attn: Anna Skapars
* % * DATA PACKAGE EVALUATION * * *
o No evaluation is writtem for this data package
* + % ADDITIONAL DATA PACKAGES FOR THIS SUBMISSION * + *
DP BC BRANCH/SECTICN DATE OUYT DUE BACK INS CSF LABEL
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PP BARCODE: D211584

CASE: 019229 DATA PACKAGE RECORD DATE: 02/02/95
SUBMISSION: S480969 BEAN SHEET Page 1 of 1

* * * CASE/SUBMISSION INFORMATION * % *

CASE TYPE: REGISTRATION ACTION: 675 RESUBMISSION
RANKING : 10 POINTS ()
CHEMICALS: 072501 Silver ¢1.0500%

ID#: 035900-00002  HYGENE

COMPANY: 035900 IONICS, INCORPORATED

PRODUCT MANAGER: 31 WALTER FRANCIS 703-305-6661 ROOM: CM2 248
PM TEAM REVIEWER: KAREN LEAVY 703-305-6966 ROOM: CM2 268
RECEIVED DATE: 01/13/95 DUE OUT DATE: ©7/12/95

* « * DATA PACKAGE INFORMATION * * +«

DP BARCODE: 211584 EXPEDITE: N DATE SENT: 02/02/95 DATE RET.: !/ /7
CHEMICAL: 072501 Silver
P TYPE: 001 Submigsion Related Data Package

C8F: Y LABEL: Y
ASSIGNED TO DATE IN DATE OUT ADMIN DUE DATE: 05/03/95
DIV : RD !/ !/ 7/ NEGOT DATE: /7
BRAN: RSB / 7/ /7 PROJ DATE: !/ 7/
SECT: PCRS /7 /7
REVR : /7 /
CONTR : /7 !/ /

*# ¥ *« DATA REVIEW INSTRUCTIONS * * &

Please review the revised Confidential Statement of Formula
and Product Labeling in regponse to the Silver RED.
Attn: Anna Skapars

* * « DATA PACKAGE EVALUATION * * ¥

. No evaluation is written for this data package
* * * ADDITIONMAL DATA PACKAGES FOR THIS SUBMISSION * * *

DP BC BRANCH/SECTION PATE OUT PUE BACK INS CSF LABEL
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Unlied States Environmental Protectlon Agency | Feem Approved
Washington, DC 20460

LAY 4™ CERTIFICATION WITH RESPECT TO
b8 4 W DATA COMPENSATION REQUIREMENTS| Avpreval Expires 123182

Public reporting burden for this collection ot information is estimated to average 15 minutes per response, including
time lor reviewing instructions, searching existing data sources, galhering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding the burden estimate or any other
aspact of this collection of information, including suggestions for reducing this burden, to Chiet, Information Policy
Branch, PM-223, U.S. Environmental Protection Agency, 401 M St., S.W,, Washington, DC 20460; and to the Office
of Managemnent ard Budget, Paperwork Reduction Project (2070-0106), Washington, DC 20503,

Ptease fill In blanks below.

OMB Neo, 2070-0106

CQmp.ny Nams IONTmm C N bBer
3039 WASHINGTON PIKE empeny Num
BRIDGEVILLE, PA 15017 35900 PA 01

Chamical Nams EPA Chemicel Numbar
SILVER 072501

‘enify that:

1. For each study cited in support of regisiration or reregisiration under the Federal insecticide, Fungicide and
Rodenticide Act (FIFRA) that is an exclusive use study, | am the original data submitter, or | have obtained the
writlen permission of the original data submitter 1o cite that study.

2. That for each study cited in support of registration or reregistration under FIFRA that is NOT an exclusive use
. study, | am the original data submitter, or { have oblained the written permission of the original data submitter, or t

have notified in writing the cornpany{ies) that submitted data ! have cited and have offered to: (a) Pay
compensation tor those data in accordance with sections 3(c}{1}(D) and 3(C)(2)(D) of FIFRA; and (b} Commence
negotialion to determine which data are subject 10 the compensation requirement ot FIFRA and the amount of
compensation due, if any. The companies | have notified are: (check one)

[x] ANl companies on the data submitters’ list 1or the active ingredient listed on this torm (Cite-All
Method or Cite-All Oplion under the Selective Method). (Aiso sign the General Offer to Pay
below.)

b [} The companies who have submitted the studies listed on the back ot this form or attached
sheets, or indicated on the attached "Requirements Status and Regisirants' Response Form,”

3. That | have previously complied with section 3(c){1)(D) of FIFRA for the studies f have cited in support ot
registration or reregistralion under FIFRA.

Slpnaiurs Date

o7 ' 77 & APRIL 11, 1994
.~

Neme and Tilis {Plssse Typs or Prisl) ®esss’
WALTER J. POLENS, VICE PRESIDENT

» »
S22 00
n

LA XX R ]
L

GENERAL OFFER TO PAY: t hereby offer and agree to pay compensation 10 other persons, with regard 'tq the 2 »
registration or reregistration of my products, 1o the extent required by FIFRA sections 3{c)(1)(D) and ZEN2)0). seses

lgnsture . D.IO. . e® we as o

M% APRIL i1, 19 evee}
- ¢ e » *®

Heme snd Tlis (Plesse Type or Prinlh Teses

> 288
[ ] LI

WALTER J. POLENS, VICE PRESIDENT e

EPA Form 8570-31 {490} 121




TE e

° IONICHE, INCORPORATELD

P 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017
PHONE 412-343-1040 FAX 412-257-1270

PHASE 5 RESPONSE. SILVER AND COMPOUNDS
CASE RO. 4082, CHEMICAL NO. 072501

EPA REG. NO. 35900-2 (MAMUFACTURING USE PRODUCT)

EXCLOSED

{1} OUR COMPLETED APPLICATION FOR REGISTRATIOR EPA FORM 8570-1

. {2) COMPLETED CONFIDENTIAL STATEMENT OF FORMULA EPA FORM 8570-4

{3} COMPLETED CERTIFICATION WITH RESPECT TO DATA COMPENSATION
REQUIREMENTS EPA FORM 8570-31

(4) FIVE (5) COPIES OF OUR RRVISED DRAFT LAREL AND LABELING

' {5} PRODUCT QUALITY CONTROL PROCEDURE USED TO DETERMINE THE
PERCENTAGE OF THE ACTIVE INGREDIENT SILVER. LABEL CLAIM
PERCENTAGE IN THIS PRODUCT IS A NOMINAL CONCENTRATION
AS REQUIRED BY THE AGENCY.

[E L A
L2 1L
. []
MIIYT]
L
» EX 2N R X
- L]
» » . .
*300
:. [ EX X2 X ]
L] L
- L LAd
* * @
LE I >R
L] L
» see e
. (1]
L
[ RN
. e
. ® @
*w L]
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Flonsa read Instructiona on reverse before comploting form. ...

United Statas Environmental Protoction Agoncy
(A g ) Office of Pestivice Programs (H7605C}
Washington, DC ‘20460
Application for Pastlclda. ¥ | Other 2030 3 4
swtlonl . -_

1. Conwﬁ’mw Humber 2. EPAWWW 3. Proposed Classification
35900-2" . . | JOHN'H., LEE * s S

< Gompary/Product (Neme) HYGENE BACTERIOSTATIC ~|PW [X]wone [ ] resicsd
WATER FILTER MEDIA £}

5. Nama and Address of Apglicant (Inckicke ZIP Code) 6. Expsdited Review. In accardance with FIFRA Section 3(c)(3)
IONICS, INCORPORATED (D)), my product is gimilar or identical in composition and labaling
3039 WASHINGTON PIKE to:

P.0. BOX 99

BRIDGEVILLE, PA 15017 EPA Reg. No,

Mﬂ_ﬁcka new addross Product Name
Section | |
. : Final printed labela in ™
Amendment - Expiain below | m responsa
Rasubmission in responsa to Agency latter deted . "M Too® on.
Notification - Explain below. APPLICATION FOR
o X | Othor-explain bokow.  prEEETSTRATION

Explanation: Use adcitional page(s) f necessary. (For seotion [ and Section I1}

EXPEDITED AMENDMENT IN RESPONSE TO THE REREGISTRATION ELIGIBILITY
DOCUMENT ¥OR CASE NO. 4082 SILVER AND COMPOUNDS.

_ e 7 Section il
1. Materia! This Produst Wil Be Packagoed In; - e .
Child-Resistant Packaging | Unit Packaging Water Solubla Packaging 2. Type of Container
Yos® Yos Yes Motal
R ] n Prastc
NO N" No Glass
- ' . X |Paper -
8 “Yos," . No. por |-l “Yes," No. per - :
* Certification must be |Unt Packagowgt.  container | Package wyt. container Other (Specily)
@ 1 comine 34LB. - 4 1 !
3. Location of Net Contents information 4. Size(s) of Retail Container 5. -Luca(t;:n of Label Directions -
' 3 I Label -
| %] Lanel [] consinor c 127 x 127 x 13t EZ=] On Labefing sccompanying product
6. Manner In Which Label1s Affixed To Product [ | Lithograph 1 _
' Paper.ghied ] OBOFL !
Lood Stencilad
Section {1V
1. Contact Point {Complote #ems directly below for identifcation of individual 16 be contacted, if necessary, 10 procass this app&cagm )
Name Tithe Telaphone No {I‘ncm Araa Coda)
WALTER J. POLENS  VICE PRESIDENT
JOHN D. COLLINS MANAGER, LABORATORY (412) 34862040
Cartification 8, Dal‘@ﬁppﬁcaﬁm: S0y
1 cortiy that the swwmnts!hm mado on mlsmmdlawmmsmwm, awurata and complate. %’ﬁj : 1
| acknowladge thal any knowingly false or misiseding statoment may b punishabla by fing or imprisonment or . (Sumpod) ‘“ b
both undar applicable law. FLI
T se ui ssuse
2. Signanre 3. Titde _ . vetee
_.p..‘ VICE PRESIDENT %
[ R 2 2
4. Typed Name \5 5. Date .t ses
WALTER J. POLENS APRIL 11, 1994 .
1202

Previoua editfons are absckota. Whito - EPA File Copy (orgingl) Yotlow - Appiicart gepy




pm mma m HOTICE: and: msrmms

to averege 0.85 w mr remm. Includlw tin fw____n_ﬂuim Armtruct fons, | ourd:lm exiating data’ :
saintaining.the dats noeded, and compl ; the collaction of Informstion. Send comments MIM the burden -
estizmate or mw gther scpect of this collisction: ‘of Infolwmtion, inelidting suggestions’ for reducing this Burden, to Chief, o
Informmtion Policy. Branch, PN-223, U.5.. mdmal Wimm AO1.M. Stmt, W, Washington, DO m and to th

otfice of Inforaa iuwtatory Af Managenent “a :

: Thia fom ia to In used for all wl‘lettim for neu registration, end use reragistr m,
resibaisaion, to: wlimiom for notifications, final: ‘printed Lebaling, rersgiatretion, etc. in order. to_.proem
spplication for a new reglatration sibwitted on thia form, the follouing meterfal must sccompany the spplication
f. Cortification with Respect to' Citation of Data (EPA Form 5T0-29). {1f not exonpted by 40 CFR isa.ﬂ (b) (6)),
2. Confidential Statement of For-:la (EPA form ﬁ?ﬁ-t),;
3. Formulator'a Exsspt CEPA Yo i T o
4. Flve copies of draft labeting; T
5. Three-coples of any dote submitted; -
&. Mnthor{zation fetter whers applicabls;
7. Matrices whare applicable,
Submission of Labeling .~ Labeling should first be sulmitted In the form of deaft labela with ail spplications for new
registration, Such draft lsbeis may be in the form'of tw_ﬁ label taxt on 8.5 x 11 inch paper or a mockup of the proposed
fabel. 1f prepared as s moclup, 1t should be mt_nntad in such o wwy a9 to facilitata storsge In an 8.5 x H lnw fiis,
Mockup labels sfgnificently sewiler then 8.5 x 1t ine should be moursted on 8.5 x 11 Inch pepsr for sibmission.:
Sutmission of Duts ~ Data submitted In uwort ‘of thi imien nat hu ‘submitted {n sccordance swith Mt -Notice 84-5, -

1 UL U . i ' . Iatad balow bofm watlm this wliution. First
detersine the t:ypt of mlstutlm action;. ifated in Black' A, for which you sre submitting this application. For
applications submitted in cormection with New Reglatration’ letlem. Sectiona I, 111, and iV mit be cospleted by the
spplicant. For appiications submitted Tn.connection wfth amended mlatmlm actions, eesubmfocions, notifications,
reregiatrations, ste., Sections I, 11, snd 1V must be completedt by the applicant. )
flock A ~ Check the approprists set Im for !d'lld! you Ittlm this form. S ‘

m_j This ssction must be cmlend, - R for al mlatntlon actions.
. Comparw/Product lushor - Insert your Company Mosbaed,  1f dne hae been ssaigned by EPA. ‘l‘hltmﬂ)&r.ylunbemmlwnd
to you as 8 baxie registrant, o dlatrlwtor. or se ay utlbllm If your procuct is registered, insert the Product

z.mmm-u known, fill 1nmmwwmofm:mpmmr.

3. Propcesd Cissaification -~ Specify tha proposed cisssificstion of thia product. :
4. Procet Moms - Enter the compiete product nemw of this pasticide as Tt wili sppear on the fsbei. The noee mst be 5
specific to this product only. BHuplication of nmo is not perafttat smong products of the same company. Do not incluh

ary brand neme of company (ine designations,
5, Nawe arwd Address of feant - Thomuoftﬁcfmorpcrmlndmmmmnpplimlmhthap«mwﬂm
to swbom the regiatrstion will be Tssued.  1f you are ecting in behalt of ancther perty, you st sutmit. uuthor!utim fm _
that party to sct for thaa in mhtmlon' t ‘ppl i not residing Tn-the United States maet have:sn.
sathorized sgant res{ding . in the United States hem i miatntlon nttm. The noms and Miota nillm
sddrass such an sgent mmt accespany thia appl {eation. o
6. Expedited Review - FIFRA ssction 3 () -3 {B) provides for Mltd review of :ppl‘lutlam for regiatretion, or amendoents
to existing reglatratfons; thet ace similar or fdentical to other pasticide prochicts that are currentiy registered with
the EPA.  in order Tor your application to be: aiigible for expudited review, you mst provide us With the EPA Registratfon
#umber snd preduct name of the product.you believe {s aililar taor. ldmtlul to your pmduct. ‘the product mmt be {
simiior or Idmtlul in boﬂo fﬁmlatim md l.bohd uuc. :

SECTION 11 - m™ia saction mut be wxd far wllutlm _mltm to m__thl mlatratlon only of » ew-rantly__.

reglatered product (Amendeent}, for.a resubsizsion in resporss to an A s

submission of finsl printed (abeling, for reregistrstion and for aw

m This section ia 10 be vesd for s new appiication for regliatretion,
. Subject of subeission - the applicable block and provide the Agency -I.q_tm date 1f appropriste. Provide a brief
axplomtion of the purpou{a) for the submission, such as “the additf -a:8{ta, pest or crop (specify)®; Mamend the
ConfidentTal Statmmnt of Formile by,..%; _'_‘leatﬂt‘lm miuieﬂ', mral isbel reviafon of use directions.® Attach
2 separote pege 1f a&ﬂtlml space s rweded.

'4'8 a)ﬁ tmm-wmmmmmonu retef
Directions - Indicats the location of the e directi

YO product.,
'G. m in mw iubel 1a wffixod to product - Indicate: the wethod M&t tabel 1a ltt.dnﬂ to reteil container.

aCt ¥ - This: mtlm v.nt be conplated for sil spplicstions for Reglstretion ections, f.o.,
atrttlan, mlnlulen. =re-t00,* raregistration, etc. O

pubcu
t-5. Self-ew’mw
6. EPA Use DRy

LLE I ]
L L
L . e
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fe. i i'Page 1 0f 1
United States Environmental Protection Agency orm Approved
Washington, D. C. 20460 %o o3 ot 1%GE xo SeTEOT7
S22 v s be) et iaTee0sT
DATA CALL~IN RESPONSE L5 L3, eabrovey bxpires 03-31-96

INSTRUCTIDNS: Fleese type or print inh Ink.
tse additional sheet(a) if necessary.

Piesse read carefuliy the attached instructions and suppiy the information requested on thia form.

1. Compstty name and Address 2. Cese K ond Mowe 3. bete and Type of DCI
ICKICS, INCORPORATED 4082 8Silver, and cmpds, PRODUCT SPECIFIC
3039 WASHINGTCN PIKE
BRIDGEVILLE PA 15017
&. EPA Product 5. 1 wish to 6. Generic Dsta 7. Product Specific Dats
Registration cancel thia 6s. | om claimimg & Generic Gb. | agres to matisfy Gemeric | /e, My product I8 & HUP and b, Hy product is &0 EUP and
product regis- | Dats Exemption beceuse 1 Data requirements as indicsted | 1 agree to catisfy the Mp 1 egree to satisfy the EUP
tration voiun- cbtain the sctive Ingredient on the attached form entitied requirementa on the attached requirements on the atteched
tariiy. from the source EPA regis- nRec{rements Statua anc form entitied “Recuiremsnts form entitied "Requirements
tratfon number §inted befow, Regintrant’s Response.® Statue and Regiatrant’s Status snd Regiatrent’s
Response,* Resporse,®
35900“2 N.A. NtAt YES

B, certification

i certify that the statements made on thia form end 2ii attachmentz sre true, 2ccurste, snd compiete,
I acknowledge that sny knowingly felse or aisiesding statemant may be punishable by fine, Trprisorment

of both under spplicabie low.

signature ond Titie of fompery’s Authorized Representst{

Sr Aon NG

?. bate

ROVEMBER 24, 1993

ip. Neme of Compeny Contact

WALTER J, POLENS, VICE PRESIDENT

S

ii. Phone Nurber

412-343-104

0
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United States Environmental Protection Agency Form Approved ?,
Washington, D. C. 20460 . . ™
* o o0 ee *YoM8 !e. ggz;g-mg; g
’ SR : 3

REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE R -.-WM E’@"“ 03-31-96 ":

INSTRUCTI0HS: Pleass type or print In ink, Plesse resd carefully the ottached fnstructions end supply the informstion requested on this form.
Use ackiitional sheeti(s) 1f necessary. —
. Compeny nesss and Address 2. Caze # snd Nome 3. Oote snd Type of DLt d
TONICS, INCORPORATED 4082 slilver, and cmpds. PRODUCT SPECIFIC 2
3039 WASHINGTON PIKE ID# 35900~RD~3186 ~
BRIDGEVILLE PA 15017 EPA Reg. No. 359002 .
4. Guldeling 5. Study Vitle pregsess | 6, Use 7. Test 3. Time 9. fegleteent N
Requirement Reports | Psttern Substance Frome Response -
Rumber ~
5iy 2|3 .
ke

AL

62~3 ,ABCﬂEFGHIJ KH*NO HP/EP R
6342 aﬁﬁﬁgmﬂ%‘d IMNGIMBy BB AT BGAT]
63 KEMHO HP/E and TGAT
SIS PR e e e KL 5 ME/ER and TGAT

ron

UDEFGHIJK
ABGDEEGHT TKIMNG MB/EP and TGAT
11. Date
HOVEMBER 24, 1993

Yde < denaco. O AGAGE [ e bidf

T0. Certification

1 certify thet the statements mada on this form and sl} attachments are true, sccurste, ond complete,
J ecknowledge that any knowingly folise or mislending statewent m be pavishable by fine, ieprisorment
or both under eppliceble law.

Sigrature end Titie of Compeny’s Authorized Representative
12, Hene of Compery Contect

WALTER J, POLENS, VICE PRESIDENT

13. Phone Number

(
412-343-1040

126 |




® ® b
'-E:- §°. 2o Page 2 of 3
tinited States Environmental Protectiocn Agency ;'Anwwwd
Washington, D. €. 20460 el 3 lowgm, gon0-oto7
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE ;.5 * ‘ w hi&;fﬁ’m_n_%

iINSTRUCTIONS; Please type or print in ink, Pleese resd cersfully the sttached instructions and supply the informetion requested on this form,
Use adiditional sheet(s) {f neceseary.

1. Company name anxd Address 2. Case & ord Nome 3. Dete and Type of DCi
IONICS, INCORPORATED 4082 Silver, and cmpds. PRODUCT SPECIFIC
30395 WASHINGTON PIKE ID¥ 35900-RD-3186
BRIDGRVILI.E PA 15017 EPA Reg. No, 35900-2
4. Guideline 5. Study Title Progreas | 6. Use 7. Test 8. Tima 9. Registrent
Reaui rement Reports | Psttern substance Frome Retporse
Rumber 1213

ABCDRFCHITRIMNOT
ABCDEFGHIJKLHNO
ABCDBEGHT:
ABCDEFG

ABCDEFGH
ﬂ%‘ BEGH]

ABCDEFGHIJKILMNO[MP/EP and TGAI

81-3

tnitinl to Indicste certificoation es to [nformetion on this page ' Dste ‘\&%




RS Page 3 of 3!
Unjited States Environmental Protection Agency Form Approved |

Washington, D. C. 20460 .
REQUIREMENTS STATUS AND REGISTRANT'S RESPONSE

.3 *od 0 ko, 2030-0107
: 7

-
. E ol o 5 & FOT0-005

s o o Apprtal Egpires 03-31-94

LEX ] ]
LR Y]
LEL R ] ]

. .
- L1 X ane ]

LHSTRUCTIONS: Pleags type or print in fok. Please read carefully the attached instrictions snd supply the information requeated on this form.
Use additional sheet{n) If necessary.

1. Cemporyy name end Addrese 2. Case ¥ o] Neme 3. Date and Type of DCH

IONICS, INCORPORATED 4082 Sjilver, and cmpds. PRODUCT SPECIFIC

3039 WASHINGTON PIRKRE ID# 35900-RD~-3186

BRIDPGEVILLE PA 15017 EPA Reg. No. 35900-2
&, Guldaline %. Study Title Prograss | 6. Vae 7. Test 5. Timm 9. Registrant
Ry rement ! Repor te fattern Substance Frame Response
Kumbar

i1 {2 |3
Eimiy R el bt tabb I B/ (35 Ao | ABCDEFCHIT RIMNOIMB) BE.

ABCDEFGHIJKLMNO|[ME/EP
(| ABCDEFCHITKIMNGIME/EE °..

Prizary dermal Irritation

fnitial to Indicste certification 83 to information on this page ! Date ﬁq,%
(full text of certification is on pege em); ROVEMBER 24, 1993

£
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ERTTS

e .

Fo b e B
: ,;.?‘.-‘::x:%;‘-gwr:v

Reviewer ID
s

s B

Subm1551on No .

‘Data Package No.

QODING FORY FOR APPLICATIONS FOR REGISI‘RATI(X\VMM&M‘S

File Symbol/Reg. No. 28 INO =2 b 2
|10] Descriptor (Amend/Resutm{sions only)

[§ | Intrastate Call-in /7 (¥) Yes

[20] Registration Type:
~f—f {1} Conditiona}

|T5| child-resistant

Packaging

/7 2) Unconditional

|28 {proposed Classification: [30| Final Classification:

/7 (R) Restricted
[/ (G} General

|35 pate on Appllcatlon

|04 ] EPA Received Date:

34| —[014301(9 l‘?HI

/7 (R) Restricted

{N) Not Classified

ol add 3¢
|BG| Method of Support:

/7 (1) Cite-arl
/7 (4} Hot Applicable

/7 {6) Owner Submission .

/7 (7) Total sutmission

/7 15) ot Submitted /7 (8) Selective Methed

Reviewers Requested:

CH

EF

PL

DEB

NDEB
TB

EEB

EFGB

|X35] FINAL  Respons
ACTION Code 7 1

75~-DAY RESPONSE DUE DATE: /[ /[Y) Yes

DATE
RETURNED

Action Cede b? Z

/_/{C) Certification
/__/18) Service Person

/ /7 {R} Noo~residential

/ (8} Hot-aoplicable

|40 [ Date Received by PM

Oéi?l‘/l

ltad

Use Only

RESFONSE
DATE

120 Response

£_/() to

7/14,/:?4/;

129 §




BRI
L o

to‘Registrationﬁof Silver Productsﬁfor'Failureﬁto Reapond
to the Silver RED 8-month DCI ag Required under FIFRA
Section 3 (¢) (2) (B).

FROM: Juanita Wills, Chief
Antimicrobial Program Branch
Registration Division (7505C)

TO: Frances Liem, Chief
Laboratory Data Integrity and Compliance Branch
Office of Enforcement and Compliance Assurance
(EN-342W)

The Antimicrobial Program Branch (APB) requests that a
3(c) (2) (B) Notice of Intent ta Suapend (NOITS) be igsued to those
regigtrants of Silver products who fal O X ond te the
required 8-month Data Call-In (DCI) Notice in the Reregistration
Eligibility Document (RED) for Silver, Case 4082.

The Silver RED required that the registrants of pesticide
products containing Silver meet certain data requirements to
maintain continued registration of product(s).

The registrants listed below were sent the Silver RED upon
issurance August 8, 1993. As of the date of this letter, these
registrants have falled to regpond to the 8-month DCI. Certified
mall receipt cards (green cards) were received from all
registrants who were mailed the RED, Submitted as an attachment to
this memo are copies of each registrants' green card showing
receipt of the Silver RED document on or near August 12, 1993.

The 8-month DCI response required submission of an application
for reregistration, a Confidential Statement of Formula (CSF),
Certification Form, revised labeling, and submitting or citing,
product-specific chemistry and acute toxicity data. Failure-to
adequately respond to the 8-month DCI for this RED is a basis for
the Agency to issue a NOITS.




If you have any further questions regarding this matter,
please contact Karen Leavy at (703)-305-6966.
Attachments

cc: Walter Francis
Marshall Swindell

131




APB requests that a 3 {c) (2) (B) NOITS letter be issued to
each of the registrants listed below for -failure to respond to the
8-month DCI for the Silver RED. The registrants' complete name and
address and registration number, ig provided as follows:

1)

2)

3)

4)

5)

Registrant:

EPA Reg. Nos.:

Registrant:

EPA Reg. Nos.:

Regigtrant:

EPA Reg. Nos.:

Registrant:

EPA Reg. Nos.:

Registrant:

EPA Reg. Nosg.:

Paziangg Assocdiation
Agent For: Everpure, Inc.
1338 G Street, SE
Washington, DC 20003

Z2623-4 and 2623-5

Barnebey & Sutcliffe Corporation
58295-1, 582985-2, and 58295-3
BeaTech, Inc.

37589-2, 37589-4, 37589-5 and 37589-6
{

Ionics, Inc.

35900-2, 35%00-3, 35800-6, 35900-7,
35900-9, 35900-12, 35900-13, 35900-16 and

35900-18
National Safety Associates
44751-1, 44751-2, 44751-3, 44751-4,

44751-5, 447531-7, 44751-8, 44'751-9,

44751-10, and 44751-11.
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: 2Ye B (0¥
- - Ralerence Hrter T

.. {roue Oqeq
G:?UU'G O IR mmaﬁ FOR RASISTRATTONM/ NG NOMEHTY

file Symbol/Rag. Ha. %5’?0@ “Z w3/ IT'I Action Code é?@

18] Cescripeor (Meed/Resumigiown anly) 7{) MY B fossey™h

» ') 31 A - .
(T taeruseace Calletn /7 (v) Yes {I3] nild-cetacane [:7&1 c.nfffg _5
Prckaging
' ~ 7 e N8 saevion
(T8 raglseracion Type: : (7 (R toneceate
4]
(77 (1 Conditiomal /77 (21 Uncordtitional na

(25 roposed Clasaificacion: [30] finel Cleesiffcacion: L7 M1 beesiont

T 7 mestricted L7 (R sdsericted
{7 (G Cermcal (7 ) tor Claeatfied

[35( Oeen o .:apncnglmn (03] EPA fNecelewd Cater

Trgd o] Tiaxln Z.zg_lw

{80] Mottt of Sumt:.

7 (1) Cleentl {7 (§) Owemr Sutmiseion
{7 i tet Aeplicadle /77 (71 Toeal Simissien
(7 (51 tee semictad /7 (1) Seloctive Mathed

OATE ar OATY RESICMSE ml
Reviewsrs Roquseted: SENT CATE RETURED axe oaE |

RO

A

™

PL

cx

£r

(I3 seaca

N

ITIT et W’]’] IS temarme | 172 {210,645
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Page L of 23

United states Environmental Protection Agency Form Approved 2
Washington, D. C. 20460 6 wo. 2079-0107 "
’ -
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE U Expires 03-31-5%6 h:f.
THSTRUCTIONS: Piease type or print in ink. Piesae read carefuify the attechad instructions and suppiy the information requested on thie form,
Use sdditlonal cheet(s) if necessary. —
1, Company nome and Address 2. Cose # and Nawe 3. Dote and Type of DCH ﬁ
IONICS, INCORPORATED 4082 Silver, and cmpds. PRODUCT SPECIFIC
3039 WASHINGTON PIKE Ib# 35900-RD-3186 M
BRIDGEVILLE PA 15017 EPA Reg. No. 35900-2 '§
4, Guideiine 5. Study Titie 3 Progress | 6. Use 7. Teat 8, Tiee 9. Reglatrent
Recud resent Reportsa Pattern Subatance Freme Rasponge
Nusber 1 {2 |3

production & formilation

) Physi cal stote

ﬁ;gﬁmé é;?avgye /K?lim & Oy

‘& mos.
....

10. Certification 11. Date .“. .
1 certify that the statements mwade on this form end ail sttachments sre true, sccurate, and coeplete. . -
[ scknowiedge that sry knowingiy faise or misieading statement m-y be pmishable by fl;u, irprisorment NOVEMBER$2%, 1993 -
or both under appi fcabie law. tesee . s
Signaturs and Titie of Company’s Authorized Representative ~Zo. “ense’
i2. Neme of Compeny Contact ' v 13. Phone Kumber .".. .

L ] L R J

WALTER J. POLENS, VICE PRESIDENT 412-343-1040
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United States Environmental Protection Agency

Washington, D. C. 20460

REQUIREMENTS STATUS AND REGISTRANT/S RESPONSE
THSTRUCTIONS: Pleaze type or print in ink
Lse sdditicnal eheet(y) {f necessary.

Paga 2 0f 3
Form Approved

ONB. Ro. 2070-0107
2010-0057

1. Company neme arxd Acdress
IONICS,

INCORPORATED
3035 WASHINGTON PIXE

2. Case # and Nawe

Approval Expires 03-31-96
Plesse read carofully the atteched {nstructions erd supply the inforsmtion requested on this form

BRIDGEVILLE PA 15017

4082 silver, and cnmpds.

3. bate and Type of DCI

PRODUCT SPECIFIC
Ib# 35900-RD-3186
EPA Reg. No. 35900~2
h. Guideline 5, Study Title Progress | 6. Use 7. Test 8, tine 2. Registrant
Requirement Heporta | Pattern Substance Frame Responge
Humber " 2 |3

© wiscibility

Corrogfon charncteri lt i cs

Acute irbalation toxicity-rat (3)
Initial to indlcate certification as to information on this page

ABCDEFGHIJKIMNO

Date

ABCDRGHITRLINO|rGAL/ &

MP/EP and TGAIL

(full text of certification is on pege one). %

NOVEMBER 24, 1993




Page 3 of 3

United States Environmental Protection Agency Form Approved
Washington, D. C. 20460

M8 Ro, 2070-0107
REQUIREMENTS STATUS AND REGISTRANT’S RESPONSE «0r0-0057

Approvel Expires 03-31-96

INSTRUCTIONS: Pleasc type of print in ink. Plesse read carefully the sttached {nstructions end eupply the information requested on this form,
Use sxkiitional sheet(s) {f necessary.

1. Company name and Address ' 2. Cese # and Hame 3. Date and Type of DL

IONICS, INCORPORATED 4082 sSilver, and cmpds. PRODUCT SPECIFIC

3035 WASHINGTON PIKE ID# 35900-RD~3186

BRIDGEVILLE PA 15017 EPA Reg., No. 35900-2
4. Guideline 5. Study Title Proyress | 6, Use 7. Teat 8, Tims 9. Registrant
Requi rement Reports Pattern Subatance Froms Resporss
Humber

1 2|3
81-5 o Primry deml irritntim (1 2) 8 mOS. -7
LA 1 21T
:..2 [ ] - .

Initisl to indicote cartification as to information on this pege ! Date :‘“. %
(fuil text of certificetion i8 on page ane): NOVEMBER 24, 1993 “es’at

AL @
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IOMIEE, INCORPORATED
BRIDGEVILLE PLANT

£.0. BOX 89, BRIDEEVILLE, PENNSYLVANIA 15017

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA

. Removes objectionable tastes, odors, and color
from treated municipally supplied fap water

. Inhibits the growth of bacteria within the filter
media bed ;

The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media ar
omparable to those of granular activated carbon, upon which a silver coating has been
eposited. Carbon was chosen as the carrier material because of its exceptionally high

avallable surface area for the deposit of sliver, and also to perform the usual functions
of an activated carbon filter media by removing the many impurities ofien found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes

and odors.

Silver, which has been chemlically plated onto the activated carbon, is the BPacterio-

static agent in HYgene Mark I Bacteriostatic Water Filter Media, A Bacteriostatic

Filter Media is one which will inhibit the growth of bacteria within the Hlter bed.

Since "potable" water can, by law, contain a certain number of harmless bacteria
Indigenous to municipally treated waler, the potential for a build-up or growth of these

bacteria trapped within the Altering medium does exist.

The low level of bacteria in tap water along with organic compounds normally
present in a water supply become trapped in the flter bed medium, Afer a period
of time, the filter bed will contain considerable number of bacteria and in the pre~
sence of the organic compounds, which becomes a source of nuirients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non-
flow periods when the water is not In use, such as overnight.

WHO MAY USE TES PRODUCT

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu-
facturing or &bricating bacteriostatic water Hiter products for home use, Filler
manufacturers or formulators who use this media are responsible for providing
data to the United States Environmen@l Pxotecﬁo%ﬁg@z@y to support the re~
gistration of their products, P, L :. et
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HYGENE MARX T BACTERIOSTATIC WATER FILTER MEDIA FRODUCT DATA

DIRECTIONS FOR USE
GENERAL CLASSIFICATION

It is a violation of Federal Law to use this product in 8 mamner

inconsistent with its labeling,

FYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use

to remove excess carbon fines and entrapped air, This ri

tionate to a bed of 0.25 1b. media, at a flow 1ate of 0.5 gpm for 15 minutes,

nse rate should be propor-
Fol~

lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, ft,

of media, Bed depth must be at least twice the diameter,

SPECIFICATIONS

INGREDIENTS

ACTIVE INGREDIENT

Silver (as AgNOg) - 1.05%

STORAGE

INERT INGREDIENT

Activated Carbon - 98, 95%

Store in closed container which execludes moisture and chemical fimes,

MESH SIZE

12 x 30 U. 8, Sieve Series

WEIGHT

30 Lk, Per Cubic Foot

A~-11-1

PACFAGING

6 Cu, Ft, Fiber Drums
1 Cu, Ft, Carbon

SEIEPING POINT

Bridgeville, Pennsylvania




lonics, Incorpecreted
P.O. Box 99

Routes 519 & 50 i
BPridgeville, PA 15077

Attention: %elter Poler:
Gentlepent:

Bubject: Hygene Bacterjcstatic Water Filter Media
EPA Registration Ho.: 35900-2
Apendment Application Dater Jume 12, 1981

A preliminary review of the subject application has heen made. However,
before the arendwent cen be processed further, clarification is needed in tire
following regerd.

(2} FPlease explain if 1.05% as declared or the lebhel is that ef "Bilver”
or iz it “Bilver nitrate Your label accepted Octcber 2%, 1875
declered “kbetellic silver - - ~ 1,05%,%

{b) Iz it the same prodect? Pleasge clarify.

(c) Xf your label declarer "silver” from "silver nitrate® ther you may
declaxe no more than 0.,67%. Exrlain why youv wish to change your

formulation?
Sincerely,
John E. Lee
Preduct er (31)

Disinfectalits Branch
Registration Division (TB~767C)

EPA:TS-767C:JHLEE :46073 :1725A:479~2018:7/6/81




Record Number [7(§ ?Q/

Reference Mumber ‘i

Input Date /7“":/'%/
CODING FCRM FOR APPLICATIONS FOR REGISTRATION/AMENCHENTS 4 : :

E File Symbo]{lﬂeg.ﬂo\ﬁyiﬂg o? [Z1pM 5 / @-‘th" Codewd

§.Intrastate Call-in / / (Y)Yes

| /X/ (X)No

7.Child-resistant Packaging: 8.Registration Type:
T (Yies /7 (N)No /7 (1)Conditional /___/(2)Unconditional
9.Proposed Classification: 10.Fimal Classification:
. {——_/ (R) Restricted /7 (R)Restricted /__/ (M)Not Classified

¥ [T/ (6) General /~™/ (G)General

@oate on Application: mEPﬁ Received Date: qnate Recaived by PM.
naa ] Lelsdand Ligzizlad
MO AT YR _ MO
20.Methad of Support: E.Certification Statament.
/ / (1)Cite-ATT / / (4)Not Applicable / / (1)Yes / / (3)Not Applicab:ie
/ / (2)Alternate / / (E}Not Submitted / (2)Hot Submitted

/ / {3)Combined
[2aTReviews Requested:

: DATE Ut DATE. RESPONSE  RESPONSE
L __SENT DATE RETURMED _ CODE DATE
) lu.;.&g -4 e
‘ m S RV ZNER V2T
" ,
=]
EF
[Z&]status:

)

FI R R
@m%ﬂ: cﬁig""“ /2 ngigmsel C’l 7‘ /I/DI 5’*/'

DAY TR

75-DAY RESPONSE DUE DATE: /{Y)Yes /




-

TECHNICAL SUPPORT SECTION CHEMISTRY REVIZW - iI

Nisinfecrants Branch

P4 Reg. Yo. or Tile Symbol 25900~

Date Division Raceived

Iroducts Manages No. 3/[ LF’_(J, )
\ [
Preduct Vame /LXL}/?P/’?-(". Maef’/i' L gadf@r;bﬁc;%/zy_ é/q for L [for Aot

ny Name Ib!?f'C’S ._-Z‘J??
7

Commentcs:

a. Please Px'(afau; /f 1:05% a5  declarisd om U

#

loletd s Hat o]f Selver™ ov s A Silver %_;-%m,[é
You, labed aeepr;#eoé‘ Oct. 29, 1975 declariol |
"Metallie Silvev . . 105%. ’
Ts it Jhe  TFan Woa{c( o7 7 Pleay. M‘w@
i . iH o

latbeg e e lppe s S lye s /ymLL S e r
M@xk Apede ¢ 71.-.5)_7 djcha/ag AL /ILLZGEQ
Cj-é’/?d’o., EX /Qf/ﬁ'(_ Wé't

P /

-/54%:.2_ f'\(‘}”h’ctkﬂ{zhh‘ 2

G- 25 g 0’}1 2eaq f"’&/&f*\ﬂp

’1@1“1 ¢ e 18«4
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s ENFORCEMENT CASE REVIEW

T -
Direcior, Pesticides Eaforcement Division

L. KO,

172045

Office of Enforcement and General Coungel

EPA REGISTRATION HO,

balcw

PRODUCT HAME (On nampio tabel}

CORPARY RARE ARD ADORESE (On xample label) (Include F1P code)
Bon Dal Ine.
187 B, §
piamn, AZ 8&&2

REGISTRATION STATUS AT TIME OF

m REGIZTERED

& {7 nor mesisteneD

QISTRIBUTOR STATLS AT TIRE OF SHIPHMENT (I{ applicable}

BASIC PRODUCT HNAKE

PROOUCT SUPRPLEMERTALLY
AEGISTERED

(73 ves {7 no

FTRANT HAME ANC ACDRESS (Inciude ZIP coxdo)

DATE OF SUPPLEMENTAL REGISTRATION

HER PERTIRENRT AEGIETRATION OATA

43430) i&

xm., Polls Bom %,
EFA Reg. Mo,

g (1) 43430-1 for w m,
(3} £343-C Sor BN TEL HDE

m& '

Hi5 A PESTICIDET  [&] ves (H ros, tiat cloima below) [3 we

TICIOE CLAINS
JM;&&M'L f(é(? Z’f'{; v UL
i é H s lf s . Q (.g ‘. é’g Ca

i ,,,f..a.jf&—*
Y [

v/
vz(w £ 'f

i

W

EFA Ha Farm 85087 (2-13)




. REC;VF TELEPHONE CALL OR VISITOR DATE

HAMIO'?[S(.N

ﬁh tj W .S’a-u‘f')‘w;(f(

INCOMING CALL OUTGOING CALL p}/ * VISITOR [J : ?‘//z /77
7 L

THE "Dt of oo/t YY) '"“'"/ 12/

uﬂunmm NQ. of EE StmsL 7

DATE OF LATRST SULMISIION

Bl TMMART OF CONVRRSATION

. @Qgﬂijﬁr Afavt M0 fgf’rf{fé?f'

[_)-"Z's Ban Del //O 7’m~;-f;er

f?ﬁfij'f'erg_dﬂﬁﬁ -

It Jadf f'f e .8 ‘ré.'fﬁ'

'Q‘

. ‘ R‘ldrjfer-fcc-/ /{eJ 267 44— 2-

% A’ﬁd"/ L 4 . zfo jﬁf gf[?r’
3 STI8 = PH B Frb Efek #

b B Daes i n Lo 'hﬁsﬁwﬁ
‘ 5’/& L' -

A
ACTION TAM

TA@r? 'éf-? Mv’& /z»; fgﬁa/p

' .ggrir"'a“/ﬁ_ o “Ze‘f g'jc ﬁyﬁey"“ {

_ 7‘/;;@{ |

I § x eg 4. & & f ﬁl £ “"~'¢’§ L 4 ?‘i}'ﬂ@’

{&éga}f Afgﬁgfﬁ}«efff ﬁf; ) 3!5::} f/{féffid!

aﬁ'ﬂ-?z&;g;}g‘ &5 f}ﬁ?ﬁ_tf ff gis‘?é#a?ﬁf@,ﬂfa
‘;‘Fé’f‘” '!&{Krr@ fé’éﬁ |

Y _ .
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12 10wa L5 1OCT, 1R o _ TP

-— | S 4




Fonn Approved
OMB Na. 153 - R9066

WASMINGTON, B.0. :oua

APPLICATION FOR

.5, ENV!RQNMEN"I‘AL PROTECTION AGENCY
OFFICE OF RESTICIDE PFROGRAMS {HH=1§7)

EDFPESTICIDE
PRODUCT REGISTRATION

1. REFERENGE SO0S

3. REGISTRATICH NO.

RD DUCT MANAGER

HYgene Mark I Bacteriostatic Water Filter Media

(Resd instructions on lest page befors completing) B 358002 John H. ILee
5 HAME AHC ALORELY OF AESTIYRARY TIRCIoee 21 Code) <
TYPE QF AMEIMDMENT
K [CHaAnGE In RRD OUCT Mam
- . R
Tonics, Icorporated AEOUERY mOR ADDIVION AL
P.0, Box 99 BT ASA RTINS,
Routes 519 & B0 OELETION OF LASSL TEXT
L Bridgeville, PA 15017 J ACDED \/BKS (withour data)
ADO KD UEKS pwith dera)
ST N EEX NERE 1P THID 10 A NEW ADORESS W { SENERAL REVINON OF LABEL
Y. PROGUCT HAME % EXPERIMENTAL BEAMIT NO.

{

 SURJRCT OF AMENOMRNT (See insmctien®) Change product name from HYgene Bacteriostatic
Water Filter Medium to above (7) product name, Gemeral revision of label
to meet current regulations.

" TYPRS OF OATA SUBMITTEC e 1 M'IF&IJS! oNLY" .
X ot mone tagy

81 BABOUCT CREMIBTRY vaga

ol RENOUL CNEMIBTAY 1sc8

04 ENTYIRONMENTY AL CHEMIITRY ta04 -

08 EFFICACY vaos

a8 PMYTOTDXICITY 1acs

87 HuUMAR SAFSTY ta7

66 DOMEBTIC ANIMAL BAFETY 1204

08 Fifh AND WILOLIRE BAFETY tagn :

10 SENEFICIAL INEEET BAFKTY [T SR -

11 ACCIOENT EXRQRImy EXPERIENCE

tast g, -

13 OYmER (Specify)

1n OTHEK (Specily!

'3, METHOD OF SURRORT f3ee (netructiona)

{5 Reqwired Supporting Dats Artsched, (74)
Rewnired Supporting Diatn is Subwitted

w try Reiwrwor s, (28)

= Proceag ou tiw Banis-of Lyrabiivhed-1lue
Poerwns. (25) -

LF R 5 B 3%

T P

———
14, CONTACT PDINT

Compiets itesss directly below
for identificetion of individual
to be cantaciad, If ecenaary,
to pracess this epplication.

CFFRER TO FAY STATEMENT

1 herady offer to pay rexscnsbie companses.
tion 1o the sxtant provided under Sectien 3
{E) 1K) of the Fedaral Insecticide, Fungi-
cide, sad Rodmticide Act, as amanded, and
in accordazes with the Reguletiont end
Guidslines published thareunder for uos of
sny tast data which har besn sbmitted 10
the U.% Enviromsenta]l Protacticn Agency in

it mttape,
TITLE

HNAME

Walter J. Polens

Vice President

connestion with an epplication fer the regiee
tretico of € pesticide for the firse time on or
after Octobor 21, 1972 snd which'may be
oamd in wopport of the regintration waucn-
tion for ﬂu tubj posticjde.ene

TELIFHONE HO. (Inriuds Arto Ceae)

(412) 343-1040

A<l

(S 'rvpzo NAME

Walter T, Polens*

12, OATE SIGNED

15, DATE APRLICATION RECEIVED
(Srampad)

| 6/12/81
EPAFem ISTOIRGPS T e s 4
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— % * 1
. " . ’ Famn Approved
OMB No. 152«R00564
U.5, ENVIRONMENT AL PROTECTICN AGENCY Ht, REFERENCE COOR A0 o i

OFFICE OF PESTICION PRDCAAKSE (PH=167)
WAEMNINGTOM, QLC, 10480

APPLICATION FOR EDIPESTICIDE

PRODUCT REGIST - m Ii. PROQUCT MANAGER
(Reed instractiont oo Lt pege bafors completing B | 30900-2 John H, Iee
"I HAME ANG AGCRESS BY REETITRANT (naluds 215 Cods) .
. TYPE OF AMENDMENT

- S . e cnauslmnnaau:vunu!
AL LTI Tl |- I——

oW ot}

IO!ﬂCS, Incorporated REOUEET ¥om 4001 TioNaL
b.0. Box 99 AT TS
ROLItGS 519 & B0 PR NOTICK Towd

_  bridgeville, PA 15017 y LAk T

AQDED UMES fwilh dats)

m CHEEK NERE [P THIEIE A NEW ADORESS - X SENENAL AKTIEGN OF LAoBEL
7. PAGOUCT NAME 3. EXPERIVENTAL PERMIT NO, '
—~ HYgene Mark I Bacteriostatic Water Filter Media
. - SUBIKCT OF ANRNOUENT fse iniesrion®)  Change product name from HYgens Bacteriostatic

Water Filter Medium to above (7) product name. General revision of label
to meet current requlakions.

% =
TYPES OF DATA SUBMITTRD © B FOR EPAUSEONLY ¢

X o1 NOnK

OF PRODUCT CHNEMISTAY

S RENOUE CHNEMIETAT

QA ENTIMONMEN TAL CHEMIETRYT
BE KEFICALYT

O FNTTOTQXRICITTY

0F NUMAN EAFETT
08 DOMEETIE ANIMAL JANKTT

0F FIEM AND WILUOLIPE CAFRTT

10 ERNKFICIAL INEKET SAFRTY

It ACCIORNT EAFQBUNRE CXMERTENEK
12 QTHEN (Speciiy)

T OTw KN (Specify)

g N T
13, METNGD OF SUPSORT fSws insthattions) Th CONTACT POINT i5. 2:“! APPLICATION NECKIVED
. Toamg-esl)
iy | Supporting Dais Atiaehed, (34)
i Beguired ing Complate itama directly below
».9 y ""_""f;;’;' Qare /s fuomitted for identificetios of individual
» wHotehe . ph et ta bw contacted, i necessary,
=g s to procesc this spplication. i
QFFER TO PAY STATEMENT | NaNE i
I by offar tt pay racsoneble compeuEs-
tiong the Extent provided under Sectig Walter J, Polens

(1IN ol tha Fedaral Ingeciicidy, A ungi-
cide, and Roden nded, and [TITLE
in sccordanc stiane asd

Guidelin ub N - éar for uep of =
any iext ?m‘: weiajoBn l:un submitted 10 Vice I resident

honire
TEL EFMOH E NO. (Intivds Arsn Cods)

(412) 343-1040

L 17, TITLE

el =

8. ?Wa?l[i‘é?"ﬁ'. Pc_)leﬁ L 15, DATE sg;ipz/al
EPA Porw STOITIRSL 3 4 ser 0% 0
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—— . o n
Co »

ORFICE QF =
WABHMEYON, O.C. J04480

APPLICATION FOR|AMENDE

U5 ENVIRONMENTAL PROTECTION AGENCY
TICIOE FROGAAME rRE=541)

BlpESTICIDE

1. REFEARKCK CORX

1. REE!I‘I’RA Tion NG.

4. PROCLCT MANAGKN

HYgene Mark I Bacteriostatic Water Miter Media

PRODUCT REGISTRATION
{Read lastractions on (st page before completing) B 35900 -2 John H, lee
N AND A . LR TYSE OF AMENCHENT
- o . . - X | ernanek v snonuce nang |
Ionics, Incorporated ARG EaT ban STRN A
P,0O. Box 99 ' AL DU KST m::uus.ﬂm.c
Routes 519 & 50 #A rariedianiT " T
_ Bridgeville, PA 15017 J TG Grie e ey
AGHRRD VRS fwith dass)
[ cHECK NERK 1P THIL I8 A NEW ADORESS X [ smienas nvimon oF Lo
* [¥] NA [ ™ . 1 17T NG,

18 sumxcr OF ANENDMENT (Fou inomweitane)

Change product name from HYgene
Bacteriostatic Water Filter Medium to above (7) product name, General
revision of label to mest current regulations.

1L

TYSRE GF DATA SUSMRTTEG

[T %1 monk

91 PRODAUGCT CNBASTHY

13 RESCUR CHEMISTRY

04 ENVIROMMEN.T A, CHEMIATRY

a8 EFmMCACY

o8 AMYTOTORICITY

a7 s AN BAFETY

05 DOMERTIC aMital. SAFKTY

8 Mk AND WILDLITE SAFRTY

N AENEMIGIAL IMBKGT JAPETY

i1 ACLIORNT EXPFORINTE EXFERIENCEER

15 aTHER (Tpewily)

15 OTY BN (Speeily}

[T mcu onr miﬁu-r an indtinaitiona)

sata Bl

% CONTACT POINT

Roquired Seppitiag Dacs Attashal. (24) Complate itemg dirpetl
y balow
I B e vwerting Dets 10 futaliznd far identification of individwal
o be comtagted, if neosssary,
gm"’ : ta process thin applicetion,
AFFER 10 FAY TTATEMENT ma

-

Walter J. Polens

PRITL K
Vice President

TEL EPION & NG, (IRdinte A6as Cooe)

(412) 343-1040 © -

e DATL ARSLICATION
(i ampas)

bt




EE e~ P.O. BOX 99, BRIDBEVILLE, PENNSYLVANIA 15017

HINICE, INCORPORATED PHONE A.C. 412 3431040 TWX B1OSRTARZES

June 10, 1981

Mr. John H. Lee, Product Manager 31
Disinfectants Branch

Registration Division (75-767)

U. S. Environmental Protection Agency

401 M Street 5. M.

Washington, D. C. 20460

SUBJECT: Application for Amended Pesticide Product Registration
for Registration No. 35800-2

Bear Mr. Lee:

Enclosed with this letter you will find our "Application for Amended
Pesticide Product Registration", your Form 8870-11. The amendment
is because of change of product name from HYgene Bacteriostatic HWater
Filter Media to'HYgene Mark I Bacterjostatic Water Filter Media.
General revisions of label also to meet current regulations. We have
also enclosed your Form 8570-4 "Confidential Statement of Formula®
along with five final printed labels. Five copies of our revised
Product Data Sheet are enclosed which show these changes.

This change does not affect the efficacy and safety of use of this
product.

Your early consideration of this amended registration will be very much

appreciated.
Very truly yours,
IONICS, INCORPORATED
NalterﬁJd Po]énsl“w_
WiP:mle Vice President
ooty E
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- HYgene Mark

\_ BACTERIOSTATIC WATER FILTER MEDIA ..o

Removes objectionable tastes, odors, color from

[
-]

treated municipally — supplied tap water. Teecte verell
Inhibits the growth of bacteria within the fliter T .
media bed. . ig

CAUTION: KEEP OUT OF REACH OF CHILDREN  .°*.°.

EPA Reg. No. 35900~ 2 EPA Est.No.359Q0 PA.O. =
ACTIVE INGREDIENT ‘

SILVER s AgNOy ———— 1.05 % LOT No.

INERT INGREDIENT E
ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft.

STORAGE -~ — v = — e e Store In closed container which exciudes

moisture and fumes.
DIRECTIONS FOR USE—~~— —~— Refer tfo enciosed product data sheet,
DISPOSAL OF SPENT MEDIA-—-— Retain ShippIng carton and liner for disposing
of exhausted flifer media with trash.

USEw e e e e — This product js to be used only for

manufacturing ar fabricating Bacteriostatic
Water Fiiter Products for home use.

L——Another fine product by the manufacturers of Genercl lonice Water Conditiening Equipment.

_IONICS, INC. Routes 519 & 50 P.0.Box 99 Bridgevilie, Pa.15017
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HYGENE MARK T RACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE

GENERAT, CTASSIFICATION

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling,

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use

to remove excess carbon fines and entrapped air., This rinse rate should be propor-
tionate to a bed 0£0,25 Ib, media, at a flow rate of 0. 5 gpm for 15 minutes. Fol~

lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, #f,
of media, Bed depth must be at least twice the diameter,

bl
Ouwmers

ACTIVE INGREDIEN'T
Stlver (as AgNOg) ~ 1.05%

SPECIFICATIONS

INERT INGREDIENT
Activated Carbon - 98, 95%

STORAGE
Store In closed container which excludes moisture and chemical fumes.
SR MESH SIZE PACKAGING
12 x 30 U, 8., Sieve Series 8 Cu. Ft. Fiber Drums
1 Cu, Ft, Carbon
SHIPPING POINT

WEIGHT

30 ILb, Per Cubic Foot Bridgeville, FPennsylvania
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HE_ D SHE

1ONICS, INCORPORATEHD
BRIDGEVILLE PLANT

P.0. BOX 98, BRIDGEVILLE, PENNSYLVANIA 15017

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA

Removes objecHonable tastes, odors, and color
from treated municipally supplied tap water

. Inhibits the growth of bacteria within the filter :
media bed ;:;

WHAT IT IS AND HOW IT WORKS

The physlcal characteristics of HYgene Mark I Bacteriostatic Water Filter Media urc
comparable to those of granular activated carbon, upon which a silver coating has been
deposited. Carbon was chosen as the carrier material because of its exceptionally high ‘
available surface area for the deposit of silver, and also to perform the usual functions
of an activated carbon filler media by removing the many impurities often found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes
and odors,

Silver, which has been chemically plated onto the activated carbon, is the Bacterio~
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic
Filter Media is one which will inhibit the growth of bacteria within the filter bed.

Since "potable" water can, by law, contain a certain number of harmless bacteria
indigenous to municipally treated water, the potential for a build~up or growth of these
bacteria trapped within the fltering medium does exist, :

The low level of bacteria In tap water along with organic compounds normally
present in a water supply become trapped in the filter bed medium, After a period
of time, the fllter bed will contain considerable number of bacteria and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non-
flow periods when the water is not in use, such as overnight,

WHO MAY USE THE PRODUCT

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu~-
facturing or fabricating bacteriostatic water filter products for home use, Filter
manufacturers or formulators who use this media are responsible for providing
data to the United States Emrironmental Protectioﬂﬁgmdy to support the re-
gistration of their products. ORI
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BRIDGEVILLE PLART

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017

BYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA

. Removes objectionable tastes, odors, and color
from treated municipally supplied tap water

. Inhibits the growth of bacteria within the filter
media bed

WHAT IT IS AND HEOW IT WORKS

The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are
smparable to those of granular activated carbon, upon which a silver coating has been
eposited, Carbon was chosen ag the carrier material because of its exceptionally high

avallable surface area for the deposit of silver, and also to perform the usual functions
of an activated carbon filter media by removing the many impurities often found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes
and odors.

Silver, which has been chemically plated onto the activated carbon, is the Bacterio-
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic
Filter Media is one which will inhibit the growth of bacteria within the filter bed.

Since "potable" water can, by law, contain a certain number of harmless bacteria
indigenous to municipally treated water, the potential for a build~up or growth of these
giacteria trapped within the filtering medium does exist,

& The low level of bacteria in tap water along with organic compounds normally

present in a water supply become trapped in the filter bed medium. After a pericd
of time, the filter bed will contain considerable number of bacteria and in the pre~
sence of the organic compounds, which becomes a source of nutrients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non-
flow periods when the water is not in use, such as overnight,

WHO MAY USE THIS PRODUCT

HYgene Mark I Bacteriostatic Water Filter Mediza is to be used only for manu-
facturing or fabricating bacteriostatic water #lter products for home use. Filter
manufacturers or formulators who use this media are responsible for providing
data to the United States mﬁronmep:ahpro;ecﬂm Agemcy to support the re-
gistration of their products. T, I
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HYGENE MARK T RACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
GENERA L, C LASSIFICATION

It is a violation of Federal Law to use this product in a mamer
) _ inconsistent with its labeling, '
HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use
to remove excess carbon fines and entrapped air, This rinse rate should be propor-
Fol- E

tionate to a bed 0£0.25 1b. media, at a flow rate of 0.5 gpm for 15 minutes.
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, ft.

of media, Bed depth must be at least twice the diameter,

SPECIFICATIONS '

INGREDIENTS
ACTIVE INGREDIENT ‘ INERT INGREDIENT
_Silver {as AgNOg) - 1,05% Activated Carbon - 98, 85%

STORAGE
.Store in closed container which excludes moisture and chemical fumes.

PACKAGING ‘

MESH SIZE
6 Cu, Ft. Fiber Drums
1 Cu., Ft. Carbon

12 x 30 U.3. Sieve Series

WEIGHT SHIPPING POINT
30 Lb, Per Cubic Foot Bridgeville, Pennsylvania

: 5853

A-11-1




HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
GENERA L CLASSIFICATION

It is a viclation of Federal Law to use this product in a manner

) inconsistent with its labeling.
HYgene Mark I Racteriostatic Water Filter Media requires an initial rinse before use
This rinse rate should be propor-

to remove excess carbon fines and entrapped air.
tionate to a bed 0f£0.25 lb, media, at a flow rate of 0.5 gpm for 15 minutes, Fol~-

lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, .
of media, Bed depth must be at least twice the diameter,

SPECTFICATIONS

® INGREDIENTS
ACTIVE INGREDIENT
Silver (as AgNOg) - 1,05%

INERT INGREDIENT

Activated Carbon - 98, 85%

STORAGE
Store in closed container which excludes moisture and chemical fumes.

MESH SIZE PACKAGING
12 x 30 U, S, Sieve Series 6 Cu, Ft, Fiber Drums
_ 1 Cu. Ft, Carbon

SHIPPING POINT

WEIGHT
30 Lh, Per Cubic Foot Bridgeville, Pennsylvania

A-11-1 s 61552




BRIDGEYILLE PLANT

P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 18017

HYGENS MARK I BACTERIOSTATIC WATER FILTER MEDIA

. Removes objectonable tastes, odors, and color
from treated municipally supplied tap water

. Inhibits the growth of bacteria within the filter
media bed

WHAT IT IS AND HOW IT WORKS

The physical characteristics of HYgene Mark I Bacterlostatic Water Filter Media are
mparable to those of granular activated carbon, upon which a silver coating has been
posited. Carbon was chosen as the carrier material because of its exceptionally high
available surface area for the deposit of silver, and also to perform the usual functions
of an activated carbon filter media by removing the many impurities often found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes
and odors,

Silver, which has been chemically plated onto the activated carbon, is the Bacterio-
static agent in HYgene Mark I RBacteriostatic Water Filter Media. A Bacteriostatic
Filter Media is one which will inhibit the growth of bacteria within the filter bed,

Since "potable" water can, by law, contain a certain number of harmless bacteria
indigenous to municipally treated water, the potential for a build-up or growth of these
teria trapped within the filtering medium does exist,

The low level of bacteria in tap water along with organic compounds normally
resent in a water supply become trapped in the filter bed medium, After a period
of time, the filter bed will contain considerable number of bacteria and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non-
flow periods when the water is not in use, such as overnight,

WHO MAY USE THIS PRODUCT

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu-
facturing or fabricating bacteriostatic water filter products for home use. Filter
manufacturers or formulators who use this media are responsible for providing
data to the United States Emnronmemal Prot.ecti‘dh Agency to support the re-
gistration of their products, ] :.
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FCR USK
GENERAL CLASSIFICATION

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling,

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use
to remove excess carbon fines and entrapped air., This rinse rate should be propor-
tionate toa bed 0£0.25 Ib, media, at a fow rate of 0.5 gpm for 15 minutes. Fol-
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, &,
of media. Bed depth must be at least twice the diameter,

SPECIFICATIONS ;

INGREDIENTS
ACTIVE INGREDIENT INERT INGREDIENT

Silver (as AgNCg) -~ 1,05% Activated Carbon - 98, 95%

STORAGE

‘Store in closed container which excludes moisture and chemical fumes.

MESH SIZE PACKAGING
12 x 30 U.8. Sleve Series 6 Cu. Ft. Fiber Drums

1 Cu, Ft. Carbon

WEIGHT SHIPPING PQINT
30 Lb, Per Cubic Foot Bridgeville, Pennsylvania
A-11-1 LR /Y56




IGNICS, INCORPORATED
BRIDGEVILLE PLANRT

P.O. BOX 99, BRIDBEVILLE, PENNSYLVANIA 15017

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA

. Removes objectionable tastes, odors, and color
from treated municipally supplied tap water

. Inhibits the growth of bacteria within the filter
media bed

WHAT IT IS AND HOW IT WORKS

The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are
mparable to those of granular activated carbon, upon which a silver coating has been
posited, Carbon was chosen as the carrier material because of its exceptionally high
available surfice area for the deposit of silver, and also to perform the usual functions
of an activated carbon filter media by removing the many impurities often found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes
and odors,

Silver, which has been chemically plated onto the activated carbon, is the Bacterio-
static agent in HYgene Mark I Bacteriostatic Water Filter Media, A Bacteriostatic
Fllter Media is one which will inhibit the growth of bacteria within the flter bed.

Since "potable" water can, by law, contain a certain number of harmless bacteria
Indigenous to mumicipally treated water, the potential for a build-up or growth of these
teria trapped within the filtering medium does exist,

The low level of bacteria in tap water along with organic compounds normally
resent in a water supply become trapped in the filter bed medium. After a period
of time, the filter bed will contain considerable number of bacteria and in the pre-
sence of the organic¢ compounds, which becomes a source of nutrients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non~-
flow periods when the water is not in use, such as overnight.

WHO MAY USE THIS PRODUCT

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu~
facturing or fabricating bacteriostatic water filter products for home use. Filter
manufacturers or formulators who use this media are responsible for providing
data to the United States Environmental .Pv.;qtec;.iqrr ggem}: to support the re~

gistration of their products, T e, . Ces
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
GENERAL CTLASSIFICATION

It is a violation of Federal Law to use this product in a manner
inconsistent with its labeling.

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use

to remove excess carbon fines and entrapped air, This rinse rate should be propor-

tionate to a bed 0f 0.25 1b, media, at a flow xate of 0.5 gpm for 15 minutes, Fol-

. lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu. i,
of media. Bed depth must be at least twice the diameter,

SPECIFICATIONS ‘
INGREDIENTS
ACTIVE INGREDIENT INERT INGREDIENT
Silver (as AgNOg) - 1,05% Activated Carbon - 98,95%
STORAGE

" Store in closed container which excludes moisture and chemical fumes.

MESH SIZE PACKAGING
12 x 30 U. S8, Sleve Series 6 Cu, Ft, Fiber Drums

1 Cu, Ft, Carbon

SHIPPING POINT

WEIGHT
30 Lbh., Per Cubic Foot Bridgeville, Pennsylvania
A-11-1 IR O
WL 51458




HYGENE MARK T BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE.
GENERA L C LASSIFICA TION

It is & violation of Federal Law to use this product in a manner
inconsistent with its labeling,

HYgene Mark I Bacteriostatic Water Filter Media requires an initia] rinse before use
to remove excess carbon fines and entrapped air, This rinse rate should be propor-
tionate to a bed 0f 0,25 1b, media, at a flow 1ate of 0.5 gpm for 15 minutes. Fol-
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, £,
of media. Bed depth must be at least twice the diameter,

SPECIFICATIONS ‘
. INGREDIENTS
ACTIVE INGREDIENT INERT INGREDIENT
Silver (as AgNOg) - 1,05% Activated Carbon ~ 98, 95%
STORAG

Store in closed container which excludes molsture and chemical fumes.

MESH SIZE PACKAGING ‘
‘ 12 x 30 U, 8. Sieve Series 8 Cu., Ft. Fiber Drums
1 Cu, Ft, Carbon

WEIGHT SHIPPING POINT
30 Lb. Per Cubic Foot Bridgeville, Pennsylvania
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BRIDGEVILLE PLANT

£.0. BOX 99, BRIDSEVILLE, PENNSYLVANIA 15017

HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA

. Removes objectionable tastes, odors, and color
from treated municipally supplied tap water

Inhibits the growth of bacteria within the fiiter
media bed

WHAT IT IS AND BOW IT WORKS.

The physical characteristics of HYgene Mark I Bacteriostatic Water Filter Media are
smparable to those of granular activated carbon, upon which a silver coating has been
posited. Carbon was chosen as the carrier material because of its exceptionally high
avallable surfce ares for the deposit of silver, and also to perform the usual functions
of an activated carbon filter media by removing the many impurities often found in potable
water supplies such as turbidity, suspended solids, chlorine, and objectionable tastes
and odors,

Silver, which has been chemically plated onto the activated carbon, is the Bacterio-
static agent in HYgene Mark I Bacteriostatic Water Filter Media. A Bacteriostatic
Filter Media is one which will inhibit the growth of bacteria within the filter bed.

Since "potable" water can, by law, contain a certain number of harmless bacteria
indigenous to municipally treated water, the potential for a build-up or growth of these
teria trapped within the filtering medium does exist,

The low level of bacteria in tap water along with organic compounds normally
present in a water supply become trapped in the filter bed medium, Afier a period
of time, the filter bed will contain considerable number of bacteria and in the pre-
sence of the organic compounds, which becomes a source of nutrients for bacteria,
this filter becomes a breeding place for bacterial growth especially during non-
flow periods when the water is not in use, such as overnight.

WHO MAY USE THIS PRODUCT

HYgene Mark I Bacteriostatic Water Filter Media is to be used only for manu~
facturing or fabricating bacteriostatic water filter products for home use. Filter
manufacturers or formulators who use this media are responsible for providing
data to the United States Ehvironmentgl, Protec;tipﬂ'.&gegc? to support the re~
gistration of thelr products. -_- . ‘.
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HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
GENERAL CLASSIFICATION

it is a violation of Federal Law to use this product in a manner
inconsistent with its labeling,

HYgene Mark I Bacteriostatic Water Filter Media requires an initial rinse before use
to remove excess carbon fines and entrapped air, This rinse rate should be propor-
tHonate to a bed 0£ (.25 1b, media, at a flow rate 0£ 0.5 gpm for 15 minutes, Fol-
lowing this initlal rinse, the inservice flow rate is not to exceed 15 gpm per cu, ft.
of media. Bed depth must be at least twice the diameter,

SPECIFICATIONS '

ACTIVE INGREDIENT INERT INGREDIENT
Silver (as AgNOg) - 1,05% Activated Carbon - 98, 95%

STORAG

Store in closed container which excludes moisture and chemical fumes,

MESH SIZE PACKAGING 3
12 x 30 U, 3, Sleve Series 6 Cu, Ft. Fiber Drums
1 Cu, Ft, Carbon
WEIGHT SEIPPING POINT
30 1b, Per Cublc Foot Bridgeville, Pennsylvania
A-11-1 fee ftRS il 6461




HYGENE MARK I BACTERIOSTATIC WATER FILTER MEDIA PRODUCT DATA

DIRECTIONS FOR USE
GENERA L CLASSIFICATION

Itisa v1olat10n of Pederal Law to use this product in a' manner
inconsistent with its labeling.

HYgene Mark I Bactenostatic Water Filter Media requires an initial rinse before use
to remove excess carbon fines and entrapped air., This rinse rate should be propor-
tionate to a bed 0f 0,25 1b, media, at a flow rate of 0.5 gpm for 15 minutes. Fol-
lowing this initial rinse, the inservice flow rate is not to exceed 15 gpm per cu, #f,
of media, Bed depth must be at least twice the diameter,

| SPECIFICATIONS
® INGREDIENTS |
 ACTIVE INGREDIENT INERT INGREDIENT

Silver {as AgNOg) ~ 1,05% Activated Carbon - 98.95%

STORAGE

Store in closed container which excludes moisture a:_ld chemical fumes.

~ MESH SIZE DACKAGING
“ . 12x30U.,8, Sieve Series 6 Cu. Ft. Fiber Drums
1 Cu, Ft. Carbon
'WEIGHT SHIPPING POINT

30 Ib. Per Cubic Foot Bridgeville, Pennsylvania

air 6y6R1
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N P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 18017
IONICS, INCORPRORATED  PHONE A.C. 4123431040 TWX 5106973209
A %

July 30, 1979

This letter will confirm our telephone conversation of July 30th

in reference to your offer to commence negotiations to determine
compensation for using the data in our files under EPA Reg. No.
35900-2 to register your water filter under the Federal Insecticide/
Fungicide/Rodenticide Act,

We would be pleased to allow the EPA to refer to this data in our
files but not to show this to you as this is proprietary information
nd classified "Confidential®. MWe would, however, agree that since

We look forward to receiving your reply.

Very truly yours,

IONICS, INCORPORATED

, Walter J. Polens
WaP:mle Vice President

cc: J. D. Collins - Ionics
E. Brown -~ EPA
J. Banks - EPA
J. Lee - EPA
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PO BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017
1IDNICH, INCORPDRATER ‘F’HON;’Z A, C. 412 343.1040 TWX 51068973269

[

July 30, 1979

This letter will confirm our telephone conversation of July 30th

in reference to your offer to commence negotiations to determine
compensation for using the data in our files under EPA Reg. No.
35900-2 to register your water filter under the Federal Insecticide/
Fungicide/Rodenticide Act.

We would be pleased to allow the EPA to refer to this data in our
files but not to show this to you as this is proprietary information
and classified "Confidential". We would, however, agree that since

We Took forward to receiving your reply.

Yery truly yours,
IONICS, INCORPORATED

3 "‘“‘::-h__ »_) y
;E,éf \wk?a’g'wﬂ
. Walter J. Polens
WJP:mle Vice Presidaent

cc: J. D. Collins - Ionics

E. Brown - EpA a..’o.o
J. Banks - EPA 't
J. Lee - EPA ’
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RNICS, INCORPORATED

oear [

This letter will confirm our telephone conversation of July 30th
in reference to your offer to commence negotiations to determine
compensation for using the data in our files under EPA Reg. No.

35900-2 to register your water filter under the Federal Insecticide/
Fungicide/Rodenticide Act.

July 30, 1979

We would be pleased to allow the EPA to refer to this data in our
files but not to show this to you as this is proprietary information

and classified "Confidential”.

We would,

however, agree that si

He Took forward to receiving your reply.

WiP:mle

cc: J. D, Collins - lonics
E. Brown - EPA
J. Banks - EPA
J. Lee - EPA

Very truly yours,

IONICS, INCORPORATED
/* el TN
;}:; /Ay e - Tam——

Walter J. Polens
Vice President

.0, BOX 89, BRIDGEVILLE, PENNSYLVANIA 15017
PHONE A.C. 412 343-1040 TWX 5108973299
L . v
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ENFORCEMENT CASE REVIEW

T0: ¢
Director, Pesticides Enforcement Divizion

Office of Enforcement and General Counsel

1.0. NO.
131823
EPA REGISTRATIDN NO.
35900-2

PRODUCT HAME (On aample [abal)

COMPARY HARE ARD ADODRESS (On sampls fabal) (Include ZIP code)

Bon Del, Inc.
2605 East Genewa Drive
Tewpe, AZ 85282

REGISTRATION $STATUS AT TIME OF
SHIPMENT
# (3] necisterzo

{7} not nEcizTERaRD

DISTRIBUTOR STATUS AT TIME OF SHIPMENT (If #p

plicable)

BASIC PRODUCT NAKE

PRODUCT SUPPLEMENRTALLY
REGISTERED

HYGENE (] ves &1 no

ISTRANT HAHME AND ADORESS (Includs Z1P cods) DATE OF SUPPLEMENTAL REGISTRATIONM
Ionics, Inc.

P.0. Box 99

Bridgeville, PA 15017

OTHER PERTINENT REGISTRATION DATA

Amxymmher@notbm aned ¢o Bon Del Inc., 2609 Hast

e AZ 85282,

‘i‘hemis

15 THIS A PESTICIDET ] ves (I yeu, Het clalme befow)

) ne

PESTICIOE CLAIMS

DATE

EPA Hg Farm BSA0.7? (2-73)

Sfe, '_/,7; &
167




—
1D HUMBER

ENFORCEMENT CASE REVIEW | 3 p 23

(Test and Label) EPA REGISTRATION HUMBER

VONE
TYPE QF REVIEW

OTHER (Specify)

CHEMISTRY >< EFFICACY SAFETY

K
, /jfl.g i.:n—f‘“_.;.M( b E o™
&

: -k — 33 N
i - 5 R, T g T
. VN '"..--"~->§g.—v_,£,,,y<,,ﬁ:;r”"“‘""°‘”_”ﬁ§ é_if”‘%j '-—Q’{f{‘*"‘-ﬂ‘,’};@

LABELING REVIEW

ARE THERE ANY SIGNIFICANT LABELING DEFECTS!? R;;E

{: YEX (If yes, Hot subnatantial discrepancicr and eignificancas bafow) Ej HOD

SUBSTANTIAL DISCREPANCIES AHD SIGHIFICANCES -
AND SIS ?/33 ;‘gf
] P it _._:-_.' &ﬁ}x@?’ # )

L

H

/ }/}Arfz*?l}f{ﬁ-»«i'%’fﬂ”’g‘{(

EPA Hq Form 8500-7A {2-73}
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131823
EPFA REGISTRATION NUMBER

35800-2

ENFORCEMENT CASE REVIEW
(Test and Label) -

TYPE OF REVIEVW
DTHER Epunify}

g}wnﬁms?m Lderricacy [ _LeaFETY

TEST RESULTS AND SIGRIFICANCE

2&»&@ R «\} oot {%lk? ém&ﬁ Iﬁ_ﬂ; ’

o

LABELING REVIEW

ARE THERE ANY SIGHIFICANT LABELING DEFECTS? TATE OF kCCﬁF?.ﬁl‘iﬂE QF
APBLICABLE LABELING - -

: .@ YES (11 you, HHal subeientiof discrepancies and vignificances below) [:] HO [ o igﬁ‘ !ﬂg B
T 4 .

'uﬁﬁ’TANTIAL DISCREPANGIES AMD SIGMIFICANCES

o

:%?M%M ? 5.& __ £

g?:{f» zx’{ev‘?ﬁ%i #




ENFORCEMENT CASE REVIEW

‘

TO: 1,D. NO.
Direclor, Pesticides Enforcement Division H-79-28
. - EFPA REGISTRATION NGO,

Office of Enforcement and General Counsel 35000-2

FPRODUCYT HAME (On semple [ahel)

BN DEL BAETERIOSTATIC WATER UNIT

COMPANY HAME AND ADDRESS (On sample labal) (Inelusds Z21P cods}

Bon Deld, Ino.
2605 Eamgt Geneva Drive

Tempe, AZ 85282

REGISTRATI i[ﬁTUE GT TIHE CGF
Ehn Tk ty e

i:“g REGISTERED

P HOT HEGISTERED

DISTRIBUTOR STATUS AT TIiME OF SHIPMENT (If applicable)

BASIC PRODUCT NAME

HYGENE

FRODUCT SUPPLEMENTALLY
REGISTERED

Ll (£ no

T RANT NAME AND ADORESS (Intluds ZrP coda)

. Icnice, Inc,
P.0. Box 99
i1le, PA 15017

DATE OF SUPPLEMENT AL REGISTRATIONR

OTHER PERTINENT REGISTRATION DATA

, AZ 85282,

meber has not besn assigned to Bon Del Inc., 2605 Rast Geneva Drive,

1S THIS A PESTICIDE? [ 95} ves (I yas, list clalms below)

PESTICIDE C1 AIMS

DATE

5= 3/-79

EPA Mq Fate 85007 {2-73}

170
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'E

ENFORCEMENT CASE REVIEYW
(Test and Label}

ID HiMBER

EL -V 28

EPA REGISTRATION NUMBER

N i s

TYPE OF REVIEW

V’fHEMIsTﬂY liFFtICACY SAFETY

DTHER {Specify)

TEST RESULTS ANO SIGHIFICANCE

LABELIHG REVIEW

ARE THERE ANY SIGHIFICAHT LABELING DEFECTS?

E YEX (If you, el aubmiantiai dlecrepanclfos and wigniticances bulaw) E:j MO

UATE OF ACCEPTANCE DOF
APPLICABLE LABELING

ORGP

tl_JjSTlHTlAL DISCREPANCIES AND SIGRIFICANCES

i

C‘ﬂ) Q\ e D.##, _/*57233; Al

S 377

EPA Hg Form 8500-YA (278}
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" EPA He Form 8500-7A (2-73)

D HUMBER

ENFORCEMENT CASE REVIEW EF( w79~ 2¢
{Test and Label} EPA REGISTRATION HUMBER
v

TYPE OF REVIEW
QYHBER {Spaclfy)

CHEMISTRY IX EFFICACY BAFETY

TEST RESULTS AHD SIBN?F‘ICAMCE

Arrriaiiis, il o Saeiom 162,10 (o) (s} {& z’i’f&&zﬁm

i‘” Z"‘f:"w‘“"f"] {F!fﬁﬁwfu&&.wm‘h’y ST i B &
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,2‘ ‘Z{fq. I - fz—-»-:-j Lo sk i /*Mﬁ“ayﬂwag MW@MM Do
%"M‘fﬁ@m-*?%w‘} MJWAM%M

MW/,W 7W W:W

’ MMMMMJ W:”S% e

ARE THERE ANY SIGHIFICAHT LARELING DEFECTS? ¥ ACCEPTAHCE O
APPLIC AR
vu {1f you, flat substential lecreponclos sy slgnilicences heolow) :] N2
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- P. Q. BOX 8, BRIDOEVILLE, PENNSYLVANIA 15017
IONIES, INCORPORATED PHONE A.C. 412 3421040 TWX 5108273299

January 13, 1977

Mr. E. F. Brown

Chief, Disinfectants Branch
Registration Division [WH-567)}

U. S. Environmental Protection Agency
401 M Street S, W,

Washington, D. €. 20460

Dear Mr. Brown:

This letter will authorize you to use any information that is in

Ionics, Incorporated's file, our EPA Registration 35900-2, to support
regeiration of additional products for [N
ﬂr does not, however, aliow you to make public to-
or anyone else any information in our file that would
be considered proprietary information or confidential.

We thank you very much for your cooperation in this matter.

Very truly yours, o

TONICS, INCORPORATYED
Bridgeville Plant

A G N
? Vin “‘\\xﬂ

T e
Walter J. Polens
WJP:mle Vice President

cc: James H, Banks - EPA

J. D. €oilins - Jonics g .

Hr) 33

e mBA
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IONILS, INCORPORATED
Attn: Walter J. Polens
P.0. Box 99
Bridreville, P4 15017

Dear ¥r. Polens:

This 15 to sclmowledge recelpt of your letter of June 22, 1976 rerardine
the Volhard Yethod of Amalyels, Accordinr to wour letter it is our
underksanding that the Atomie Absgorptlion Mathod of Anslveis iz beine
uged by wyou or your apent(s) to anslyze the "Hypene Racteriostatic Viater

Fllter ¥Hedin” for sllver content rather than the Volhard *ethod of Analwsis,

If our wdersianding of thie matter 1s Incorrect, pleass correct us.

Sinverciy,

Jemeg H. Banke

Product Hanager 33
Disinfectants Braneh
Regiatrati{on Division (WH-567)

WH-567:DIS:ROD:imd 1 59040 Am 321 12/717/76
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. . — —  P.0.BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017
IDNICS, INCORPODRATED PHONE A, C. 412 343-1040  TWX 108973299

Jdune 22, 1976

Mr. James H. Banks, Product Manager 33
Disinfectants Branch (WH~567)
Registration Division

U. S. Environmental Protection Agency
401 M Street S. H,

Washington, D. €. 20460

SUBJECT: Volhard Method of Analysis

Dear Mr, Banks:

This is in reply to your letter of June 1, 1976 in reference to the
Yolhard Method for the determination of silver.

Silver Analyses in conjunction with our HYgene product testing for
EPA are run at NUS Corporation, Cyrus Wm., Rice Divisfon. We have been
advised by Mrs. Linda Deans, Manager of Analytical Services at NUS that the
Yolhard Method is not presently being used in their laboratory for silver
analysis. According to Mrs. Deans and several other reliable sources we
have contacted concerning this subject, the Atomic Absorption Method is
considered much more accurate than the Volhard Method not only in the trace
quantity (ppb) range but also in the high silver concentration (ppm} range.

1f there are any further questions in this regard, please advise us.

Very truly yours, e
IONICS, INCORPORATED $e e
Bridgeyille Plant . e
Walter J. Polens ' oo
WIP:mle Yice Prasident .:::'=

cc: Jd. 0. Collins - lonics
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REGISTRATION DIVISION

&

¥
IONIGS, INC. S0
Attn: Walter J. Polens
P.0. Box 99
Bridgeville, P& 15017
Gentlemen:
Subject : LETTER OF May I1, 197¢

The Information submitted with your letter of May 11, 1976 recarding
the Atomic Absorption Method of Pnalysfs fs acceptable. However, in
order to satisfy the general chemistry data requirements, you must
submit details of the Volhard Method of Analysis as also requested
fr our letter of April 28, 1976.

Sincerely,

(A
James H. Banks
Product Manager 33

Dsinfectants Branch (W-567)

BH~567:DIS :RGD 1 md : 59040:Rm 321 5/28/7¢
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P, 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 18017
PHONE A . C. 412 343-1040 TWX 5108973299

IDNICE, INCORPOHATED

May 11, 1976

Mr. James H. Banks, Product Manager 33

United States Environmental Protection Agency
Disinfectants Branch {WH-567)

Registration Division

401 M Street S, W.

Washington, D. C. 20640

&

Ref: Your Letter Stamped April 28, 1976

Dear Mr. Banks:

Enclosed with this letter 1s a copy of a letter we received from NUS
Corporation which gives the details of the Atomic Absorption Method of Analysis.
This should satisfy your general chemistry data that you requested.

I appreciate receiving the information on the progress of our
submission of December 5, 1975 In reference to Pool Gene and we will look forward
to receiving the completed report within the next few weeks.

I have also enclosed with this letter a copy of my letter of February 18,
1976 in which I requested status on our Food Additive Petition No. 5H5079.

I have ?éﬁ%ﬁ
heard nothing at all about this. I would appreciate a reply as soon as possible. %§%§'

Thank you very much for your cocperation in this matter.
Very truly yours,

IONICS, INCORPORATED
Bridgevilie Plant

i:zié Kﬁji?fi:séiiigggllﬂ-azwf
Walter J. Polens

WiP:mie ¥ice President

*a
L
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*Quality control process information may be entitled to confidential treatment*



: February 18, i9?5

Mr., James H, Banks, Product Hanager 33

United States Environmental Protection Agency
Msinfectants Branch {¥H-567).

Registration Division -

401 W Street S.H.

dashington, D, €, 20640

Dear Mr. Danks:

Petition Ho, 5HH079 which was sent to you on February 10, 1975 and wh1ch

Would you please {nform me of the status of our Food Additive
8 you informed us was being filed on iarch 27, 1975.

Your prompt attention to the above will be very much appreciated.

Yery truly. yours,

10H1CS, LHCORPORATED
Bridgeville Plant

Walter J. Polens
WIP:mle ) . Vice Mresident
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DATE:

IN oUT IN gs24 OUT8/27/76

FILE OR REG, NO.

FISH & WILDLIFE

ENVIRONMENTAL CHEMISTRY EFFICACY

PETPIION OR FXP. PERMIT NO.

DATE DIV. RECEIVED

FAP #5H507

6-23-76

DATE OF SUBMISSION

6-17-76"

DATE SUIMISSION ACCEPTED

PRODUCT MGR. NO.

TYPE PRODUCT(S}: I, () H, F, N, R, 8 Bacteriostatic Water Filter Media

33

PRODUCT NAME (S)

Hygene Bacteriostatic'water Filter Media

COMPANY NAME

Ionics, Inc.

SUBMISSICN PURPOSE

Resubmission with data

CHEMICAL: & FORMULATION

Metallic sflver - - - 1.05%

182
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200.0
200.1
201.0

202.0
202.2

202.3

4l

Introduction

Use: Bacterfostatic Water Filter Media .

Data Summary Backgmynd Infomia’tion -
The bacteriological data originally submitted with this petition

were also submitted with the application for registration of this
product, These data were not acceptable to support efficacy of

< this product as a water purifier {to render raw water micro-

biplogically potable)} as indicated in our tetter of July 25, 1975,

The data included in the submission of June 17, 1976 for this
petition have been accepted to substantiate bacteriostatic
activity for the water filter media itself.

Recommendations
Claims not supported by data submitted:

The bacteriolgical efficacy data submitted originatly in con-

Junction with both this petition and the application for regis-

%;agion were unacceptable as indicated in our letter of July 25,
7 - .

The data submitted with your letter of June 17, 1976 will not
support the claim that less than 50 ppb silver in the water

is at an efficacious level to render raw water microbiologically
potable. These data were accepted to substantiate bacterio-
static activity for the water filter media itsel¥ which is used
in housing devices to further process municipally treated tap
water by removing undesirable tastes and odors. The silver is
an incidental food additive in the tap water so processed.

Since the review of a food additive petition for silver is
based on data requirements for residues from a disinfectant
to render raw water potable rather than an fncidental food ad-
ditive in tap water caused by leaching of the bacteriostatic
used to prolong the 1ife of the filter medta, a new petition
should be filed to reflect the intended use pattern.

Additional data required: Because the performance of the water
filter media will vary according to the quality of the tap water,
the silver tolerance of 50 ppb should be based on data developed
with quality parameters which would cause the maximum leaching of
silver into the effluent tap water that could be encountersd

_under use conditions. Note the quality parameters defined in

the "Interim Requirements for Registration of Bacteriostatic
Water Treatment Units for Home Use" (Federal Register, Vol. 41,
No. 152, p. 3277B-32782, Thursdayf August 5, 1976), are: q

o - © 183




N P
*‘pH:  6-8

Hardness as. CaC03 25 mg/1 {ppm)
Alkalinity as CaC0 20 mg/1 (ppm)
Total Dissolved So?ids “10-40 mg/1 {ppm)
Temperature: 20°-25°C

The chemical analysis for the tap water used to develop the data
gu?Titted=indicated that these water quality parameters were not
ully met,

203.0 Labeling

The following revisions are reguired to reflect this product as
a bacteriostatic water filter as claimed:

1. Revise the claim "Qo not use in combination with other silver
disinfecting devices, e.g., sflver filters" to read "Do not use
other silver-impregnated filter media in combination with Hygene
Bacteriostatic Water Filter Media to fabricate or manufacture
water treatment products"”.

2, Revise the claim "raw water limitations" to read "tap water
limitations".

3. Delete "and at an efficacious level",

4., Indicate that fabricators or manufacturer of water treatment
products are responsible for providing data to support their
registration.

5, Clarify the function of the silver in the water filter
media somewhat as follows: "“Silver {s incorporated into this
water filter media to inhibit the growth of bacteria entrapped
in the media when municipal treated water is filtered."

" 6. Identify.the claim "Flow rate is not to exceed..." as
"Directions for Use",

7. On the product label, clarify the claim "Inhibits the
growth of : bacteria" to read "Inhibits the growth of bacteria
in the filter media".

8. On the product label, indicate that the product is to be
used only for fabricating or manufacturing water treatment

ﬂ§> pro??fts._
Dorothy Portner B8/22176

Efficacy Section '
Efficacy and Ecological Effects Branch . .




. =

1. SAMPLE NOD.

£, UNITED STATES

\ - n -, ENVIBONMENTAL PROTECTION AGENCY

: 3 i WASHINGTON, D.G. 20480 2. DATE coue;:gen

; g‘mg 3-23-

| e REPORT OF ANALYSIS 3.REGION 144

H

3

SAMPLE |IDENTIFICATION

i |4 LOT OR cODE NOIS). 5, EPA REGISTRATION NO. ESTABLISHMENT NO.

, 032268 359062 o | * S38500- Pu-01

| |+ PROCUCT NAME

; WHYGENY Bacteriostatic Water Filter Media®

]

i |8. PRODUCER NAME ANO AOORESS (Include ZIP code) 9. DEALER NAME ANO ADDRESS (Melude ZIP codel
IONICS, INC.

Routes 519 and 50
Bridgeville, Pemna. 13017

EMULE. CONC, PRESS. SPHAY DUST X GAANULAR
10. PHYSICAL FORM WET. FOWDER AEROSOL BAIT OTHER

‘1. INGREOIENTS

Silver (MetaIlic) 1.05%
Activated Carbon 98.93%

; TEST <n
© {12.TVPE OF TEST 13. TEST ORGANISMI(5} 14, METHOO NO. 44201
E. coli 15. OURATION 24 bhre
j : Agar Cup Staph. aursus 16. CONCENTRATION —
. Psevdomonas fluorescens 17. DILUENT —
: 18. SUMMARY
Sample was found to possass bactariostatic asctivity against
Escherichia coli, Staph aureus and Pseudomonss fluorescens.
19. RESULTS
Zones of inhibition ageinst: Escherichia coli 1 mn
Staphylocotcus sureus 1 mm
Pseudomonas fluorsecens 1 mm
’ 20. TESTER'S4NITS. | 21, SIGNATURE OF LAB SUPERVISOR 22. LARORATORY 73. OATE
. K‘-‘ E:t f-l ,;_/fﬁ_,&/{ :A&\""‘*} L. : __‘-'_f‘:r”— s 5 ¢
. Y- " REPLACES EPA FORMS 8500-4 ANO GS00.4A.
EPA Form 3540-5 {Rev. 7-75) REGISTRATION MV, COPY

PREVIOUS EDITIONS OF EPA FORM 3640-5
ARLE OBSBOLETE,
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SAMPLE SUMMARY - 4/21/76 35900-2 112876

ANALYTICAL REPORT PROCUCT
Hygene Bacteriostatic Water Filter Media

SEALED

Seal broken by Dallas Wright, Jr.
IDENTIFIED -

“"SN 112876 03-23-76 ALDP Sub 1"
RECEIVED FROM CANDITION OF SEALS TAPELING SUBRITFED |

Dallas Wright, Jr. by hand Broken

DESCRIPTION OF SAMPLE
Plagtic bag containing broken seal and one 7 oz. plastic bottle with label.
Code "Lot No. 03226 B"

ARPPEARANCE

Black granular solid; no odor

ANALYSIS c‘ﬁaa:; SATISFACTORY UNSATISFACTORY

. |
|

Method: Silver extracted from sample with 1+1 Nitric Acid by sheking
3 hours and atanding over weekend. Excess sodium chloride
solution added to an aliquot of sample extract; excess titrated
with silver nitrate potentiometrically. Silver in gample calcu-
lated as metallic pilver.

Regults: 1 - 2,062

2 - 1.722
3 - 1i.%12
average — 1.90% silver {as metallic) Claim 1.05% metallic

silver

B SIGKATURE OF ANALYST %w\ OATE REPORTED

Jagk. B Jooker 4727776

RESERVE SAMPLE AE rec 'dSEALEQ

RS 112875 gy r'
150R [)' ?/‘ W OAT%/“ 7

EPA HQ Form $500-4 (373} MEFLACES FORMS MM 4184 (8-633 AND KR 0148 115-71) WHICH ARK OBSOLETE

FIGHATURE OF SUPERY

186




REBISTRATION DTVIS TON

"
10NICS, TNCORPORATED cat?
Attn: Walter Polens W
P.0. BOX 99

Bridgeville, PA 18017
Gentlemen:

Subject HYGENE
EPA Req. No. 35900-2
Your letters of February 18, 19, 197F and
March 4, 197¢

The general chemistry data 1s acceptable with the excention of A5 and
8.4, You should submit details of the atomic absorption and the Volharo
Mebhods of Analysis.

In regards to your suggested procedure for evaluation of Mycene Model HY-2
cartridge type filter for FPA Registration. Data derived 1n accordance
with the test protocol submitted would meet the bacter{ostatic efficacy
data requirements indicated in our Tetter of December 24, 1975 for a unit
which processed municipally treated tap water at a flow rate of 3 omm

for a 18,750-gallon volume capacity. The acceptance of the uit for the
efficacy claimed is contingent upon the subsequent evalutinn of the data
developed in concurrence with Yabeling claims,

A copy of our recently prepared document “Interim Requirements For Redistering

Bacteriostatic Water Treatment Units for Home lise” 1s enclosed to inform

you of the test protocol to be used in testing future water treatment units
that you develop. At this interim interval, you have the option of developinn
data by either the test protocol that you submittod or by the one indicated

in the doumment enclosed.

Your submission of Dewember 5, 1975, 1n reference to Pool Gene, File Svmhol
35900-R, 1s st1)1 under review. Oue to the nature of the points raised

and/or objections stated 1n your letter 1n reference to our orevious evaluation
of your application, it was deemed necessary that each of the five sclentific

.5, . c»//..l/'(fﬂ CAEE LS s G A (‘/ P f :’T./C 1 "'fé":-f‘
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Judgement. Three such evaluations have been made. However, two more
are 5ti11 reqguired. As soon as we have received a response from all

of the disciplines Involved, the Information will be transmitted teo you,

e expect this review to be completed in approximately twn weeks,

Sincerely,

/f&%f
James H, Banks
Product Manager 33
Nisinfectants Branch (W -SEN

Fnclosure
W 567 :DIS :RGD :md : 59040 :Rm 321 4/23/7F




P, 0. BOX 80, BRIDGEVILLE, PENNSYLVANIA 15017

IONICSH, INCORPORATED FHONE A.C. 412 2431040 TWX B108D73202

February 18, 1976

Mr. James H. Banks, Product Manager 33

United States Environmental Protection Agency
Disinfectants Branch {WH-567)

Registration Division

401 M Street S. W.

Washington, D. C. 20640

Ref: Your Letter of December 24, 1975 in answer to my Letter of December 3, 1975
Dear Mr. Banks:

I have enclosed with this letter a suggested Procedure for Evaluation
Of HYgene Model HY-2 Cartridge Type Filter for EPA Registration. ﬁuaadﬁ’ﬁi573§19
—5~? >
The reason I am sending this testing procedure along to you before we
spend the money to complete this testing is tﬁat the last time we had our HYgene
material tested, we obtained results that Mr. Brown sald would get us a self-
sanitizing rating and then after we sent the EPA the results, we were not given a
self-sanitizing rating but a bacteriostatic rating.

Our company 1s a relatively small company and we can not afford to
waste money. We ask that you please review this as soon as possible and let me
know if we complete this testing, would it suffice to get us a bacteriostatic
rating.

I am aware that the labeling would have to be in Tine with the label
we have on our bacteriostatic HYgene material.

We ask that you have this reviewed and contact us as soon as possible.

Very truly yours,

IONICS, INCORPORATED
Bridgeyille Plant

Halter J. Polens

WdP:mle Vice President
‘Enclosure
cc: J. D. Collins SRR B
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HONIGS, INCORPORATED

PO, BOX 89, BRIDGEVILLE, PENNSYLVANIA 185017
PHONE A.C. 412 343-1040 TWX B106973299

March 4, 1976

Mr. James H. Banks, Product Manager {33)
United States Environmental Protection Agency
Disinfectants Branch (WH-567)

Registration Division

401 M Street S.HW.

Washington, D. C. 20840

Dear Mr. Banks:

Please refer to my letter of December 5, 1975 in reference to
Pool Gene File Symbol 35900-R.

I have not had a reply to this inguiry.

I also call your attention to my letter of February 1B, 1976
directed to your attention in reference to a proposed evaluation of our
HYgene Model HY-2 cartridge type filter. 1 have had no answer to this letter
e{ther,

Your replies to both of these will be very much appreciated.
Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

Walter J. Polens
Vice President

WJP:mle
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= 1S
| 4 . O, BOX 8@, BRIDGEVILLE, PENNSYLVANIA 168017

- IONICEB, INCORBODRATED PHONE A.C, 412 3431040 TWX 5106373299

February 26, 1976

Mr. James H. Banks, Product Manager (33)
Disinfectants Branch, Room 321

Registration Division (WH~567)

United States Environmental Protection Agency
401 M Street S.M.

Washington, D, C. 20460

Dear Mr. Banks:

Enclosed you will find a copy of the Application for Supplemental
Registration of Distributor that was sent to our company. This was marked
"Disapproved” because it did not have the signature of an officer from
Ionics, Incorporated.

I have signed this form and returned it. I don't know if this is
satisfactory or if you need a complete new application.

It 2 now applontion TS RESIETWTTT you please send one along
/ we wﬂl have it executed,

RO o

Your prompt attention to the above will be very much apprecwted
Very truly yours,

IONICS, INCORPORATED
Bri dgevﬂle Plant

el e Sy

Nalter J. Polens -
WP :mie Vice President

Enclosure

#cc:  Clean Water for America

NUTE; &n < czl.alo:l: the CLEAN WARER _ : FOR IA MUST_SUBHIT A LETTER
YOUR COMPLEEED EPA 7 i“T" 5.
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*Manufacturing process information may be entitled to confidential treatment*_

“t

A EE'I"‘.EE1HP.""E==E}E
- — b P. 0. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017

IoNICH, INCORPDRATED PHONE A, C. 412 343-1030C TWX 5106973299

February 19, 1976

Mr. James H. Banks, Product Manager (33}
Disinfectants Branch

Registration Division (WH-567) )
tinited States Environmental Protection Agency
401 M Street S.W.

Washington, D. C. 20460

Subject: HYgene
EPA Reg. No. 35900-2
; Your lLetter of Jan. 20,1976

ﬁ Dear Mr. Banks:

This is in reply to your Tetter dated January 20, 1976 in reference to
general chemistry data for HYgene.

A.1 You are correct in stating that the active ingredient is

essentially 10D% metallic silver with only traces of 4

impurities. OV
: A.2 Correct. Manufacturing process is the same as in 'iV/
| Petition 5H5079. | U

A.3 Purity of ingredients used in the manufacturing process of :y{
HYgene are as follows: (7
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i -

- M. James H. Banks, Product Manager (33)
Dis{nfectants Branch

Registration Diyiston (WH-567)

February 19, 1976
Page 2

United States Environmental Protection Agency

WiP:mle

cc: dJd. D. Collins -

A.4

A.S
&
B.4

The active ingredient {silver) has been described only

by the word "metallic". These other adjectives would
also be applicable.

I do not understand if you are saying you are going to
send us the information on the testing or if you are
waiting for us to supply you this information.

I trust this is the information you desire.

Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

;;}éxﬁt?d{f é;;}?m %/@#—]

Walter J. Polens
¥ice President

Ionics
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DATE: IN ouT ™ oUT
= FISH & WILDLITFE ENVIROMMENTAL CHEMISTRY
35900-2

FILE CR REG. NO.

IN_ 3/31 ouT3/31/76

EFFICACY

PETITION OR EXP. PERMIT NO.

DATE DIV. RECEIVED v 2-24-76

DATE OF SURMISSION 2-18-76

DATE SUBMISSION ACCEPTED

TYPE PRODUCT(S): I, OJH, P, N, R, § Bacteriostatic Water Filter

PRODUCT MGR. NO. 33

PRODUCT NEME {S) Hygene Model HY-2 Cartridge Type Filter
COMPANY NAME Tonfcs, Inc. :
SUBMISSION PURPOSE Resubmission without data

CHEMICAL & FORMULATION




200.0 Introduction
200.1 Use: Bacteriostatic Water Filter

200.2 Background information: This submission includes a test protocol
in response to efficacy data requirements indicated in our letter
of December 24, 1975.

202.0 Recommendations

202.1 Claims supported by data derived by proposed test protocol:
Data derived in accordance with the test protocol submitted”
would meet the bacteriostatic efficacy data requirements
indicated in our letter of December 24, 1975 for a unit which
processed municipally treated tap water at a flow rate of 3 gpm
for a 18,750-gallon volume capacity. The acceptance of the
unit for the efficacy claimed is contingent upon the subsequent
e¥a1uation of the data developed in concurrence with Tabeling
claims.

A copy of our recently prepared document "Interim Requirements
For Registering Bacteriostatic Water Treatment Units for Home
Use" is enclosed to inform you of the test protocol to be used
in testing future water treatment units that you develop. At
this interim interval, you have the option of developing data
by either the test protocol that you submitted or by the one
indicated in the document enclosed.

N 5 R

Dorothy . Portner 3/31/776
Efficacy Section

Efficacy and Ecological Effects Branch
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*Product ingredient source information may be entitled to confidential treatment*

:

l P. Q. BOX @9, BRIDGEVILLE, PENNSYLVANIA 15017

IONKCE, INCORPORATERD PHONE A, C. 412 343-1040 TWX 5108273200

February 19, 1976

Mr. James H. Banks, Product Manager (33)
Disinfectants Branch, Room 321

Registration Division (WH-567)

United States Environmental Protection Agency
401 M Street S.M.

Washington, D. C. 20460

Dear Mr. Banks:

Subject: HYgene
EPA Reg. No, 35900-2
Your Letter of Dec. 4, 1975

We have tried to analyze your letter of December 4, 1975 and since you
say our letter of November 13, 1975 does not answer the questi desire, I
assume you are asking guestiens about the finished product of

on their
which was
registered with you under Reg. No. 35900-2, I, therefore, assume this is why you
were not satisfied with our answers in our letter of November 13, 1975, If this

is the case, you would have to get additional information frmm
because we do not know what else they do with the product or add to the produc
after we ship to them.

If I can be of any further service, please contact me.
Very truly yours,

IONICS, INCORPDRATED
Bridgeville Plant

i ; PR ‘
Walter J. Polens
WJP:mie Vice President

cc: J. D. Collins




*Manufacturing process information may be entitled to confidential treatment*
JAK .

Tonics, Incorporated

Attn: ¥alter Poleas

P.0. Box 99

Bridgeville, PA 15017

Dear Sir:

Subject: Hygene

| EPA Reg. No. 35900-2

. We will accept your general chemistry datz for HYGENE medfa and all
_, products using your medfa 1f you ver{fy that the following fnformation
__ 1s corract:

i A.1 Complete composftion of tachnicel chemfcal used as actfve fngredient:

| Edsentfally 1008 metallic sflver formed in situ,
with only traces of impurities.

Z A.2 Manufacturing process of the technical chemical:
]
' Same as in Petition 5H5079
|

A.3 Purity of starting and Intermedfate materfals used in the manufacturing
process:

A.4 Basfc physical and chemical characteristics of the actfve {ngredfent(§):
Malleable, duct{le, metallifc, heavy, sensitive to 11ght




Page 2

A.5 Detatls of the atomic absorption and the Volhard methods of analysis

%  will be submitted soon.
B.4

Your immediate response to this letter 1s requested.

Sincerely,

James H. Banks f;éézéff
(33)

Product Manager
Disinfectants Branch
Registratfon Division (WH-567)

WH-567 1 :DB: JHBANKS :bab:ren 219WSME, x88815:1/16/76
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~RECTSTRATION DIVISION

IORICS, INCORPORATED
Attn: Walter J. FPolens
P.G. Box 99
Bridgewille, PA 15017

Gentlemen:

Subject : EYGENE
FPA Bag. Fo. 359002
Yoor letter of December 3, 1975

This iz in respouse to your latter of December 3, 1975 in reference to
your proposed product nemed HY2 Water Cleaner,

Although we do expect good engineering principles to he applied to water
treatwent products utilizing silver filtering medis, interpolation andjor
axtrapolation of data developed to demomstrate efficacy of the filtering
wadin per se is not acceptable to substsntiate efficucy of » specific
vater treatment product.

Silver release data for 10 product units snd bhacteriological data for
3 product units and 3 corresponding activated carbon controla wust be
provided to substantiate efficacy of the product identified as "BY2
Water Clesmer"” when manufactured with silver.filtering wedia.

Data developsd over the lifetime of the product must he provided to
support claime for the removal of pesticides, phenols, and detergenk

The earlier information provided that separate EPA Registratiom Numbers
will be resquired for each fndividuiki water treatment product, including
replacemsent filters ptill epplies. The registration nusher fsgued

(EPA Reg. No. 35500-2) only covers the production and sale of the BYGHNC
mediun and should not be misconstrued am pertaining to any individually
nanufgctured wvater treatment unit,

Sincerely,

Jemaas H. Banks
Product Hanager” 33
biginfectants RBranch (WE-567)

WH~-567:D18:RGDed : 59040:12~23-75:Bn 321
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SEBTRIE S

IGNICE, INCORPORATED

P. Q. BOX 99, BRIOGEVILLE, PENNSYLVANIA 16017
PHONE A, C. 412 3431040 TWX 5108973250

December 3, 1975

35/7”,-2’

Mr. James H. Banks

United States Environmental Protection Agency
Disinfectants Branch, Room 321

Registration Division (WH 567)

OPP-EPA

401 M Street 5. W.

Washington, D. C. 20640

Dear Mr. Banks:

Enclosed with this letter please find a specification sheet on our
General Ionics HYZ Water Cleaner.

I wanted to discuss the registration of this cleaner with you
during my visit to your office on November 19. Since you were tied up in a
meeting that day and I was unable to discuss this in person, I thought I would
send it to you in this letter,

Ionics, Inc, is at present producing small HY2 Water {leaners with
plain Activated Carbon. Ionics, Inc. respectfully requests the EPA to grant
Ionics, Inc. the usage of its EPA registration number 35900-2 on this HY2
Water Cleaner. HWe propose to replace the plain Activated Carbon in this filter
with our HYgene bacteriostatic water filtering media registered with you under
35900-2. lonics, Inc. proposes to operate this HY2 Water Cleaner within all
of the test flow rates that it supplied to EPA with its request for registration
of its HYgene media.

Ionics, Inc. contends that since it performed the tests to show that
its product HYgene is an effective bacteriostatic product, if we scale up or down -
as long as we stay within good engineering principles - EPA should allow the one
EPA number to apply to all different sizes of the same product. Ionics, Inc.
agrees that if any changes are made to the media or any drastic changes made in
design or flow, then this would be a different product and would require a
separate registration.

: 205




> " "Mr. Jawes H. Banks December 3, 1975
United States Environmental Protection Agency . Page 2

Tonics, Inc. respectfully requests your prompt attention to the above,
Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

-

Walter J., Polens
WJP:mle Vice President
Enclosure

cc: Mr. Elijah Brown
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(Size! 5 3/8" Dia. x 13 1/2" Height)

" TURN ON S TURN OFF

Tha GENERAL IONICS Hy-2 WATER CLEANER is an Acti-
vated Carben filter, [t is designed for efficient removai of
organic impurities found In potsbie water supplies, Thate
impurities include tastes, odors, color, Insacticidas, pesticices,
herhicides, detargents, phenols and other contaminants from
both naturet and industrial sources. The Hy-2 Water Cleaner
will also remove turbidity end suspended safids found in water
to levels comparable with sand filtration.

in addition to the absorption and filtration function of the
Hy-2 Water Cleanar, it is aiso capable of concurrently remov-
ing excess oxidants such a5 chiorine used in pretrsatment
application by municipal watar supplias.

Hy-2 WARRANTY: The cbilgatlon of GENERAL WNICS, NC,,
undsr this warrenty shaii be fimited to the repsir or axchenge of sny
part or parts which rnay thus prow dafective under normal use and
sarvica within ons yesr from the date of purchass,

Taste, odor and dirt in

TASTE, ODOR AND DIRT REMOVAL Naturally - .
) occuring drinking end cooking water,
1. Fult flow with bonded ssstes, odor
activated carbon element and sediment e
REPLACING THE FILTER
/ENLET vALVE (&)
. s e e T e R e ————
[TIONED S I < LT HARD WATER
ATER = N . -

OUTLET VALVE""

1. Ciose Valve "A’,
2. Close Vaive 'B".

vent  button
untii pressure
is reifeved,

4. Turn the fiiter clement
container jeft an eighth tum
to stop and lower carefuliy.

/

_J

5. Unwrap the filter efement
according to the directions on
the tabel and piace it in the
container.

6. Repiace container and tum
right to stop with index
marks in line,

4 -
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*Product ingredient source information may be entitled to confidential treatment*
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December 3, 1975

United States Envivonmen.-! Protection Agency
Disirfectants Tranch, Po » 211
Regiscration Divizicen .. o7
(PP.EPA ‘
401 M Street 3. W,

Yasitiogton, Do L. 2ub4)

* o
A

o e

Foo.ntion: My, James Sanis
Dear Mr. Banks:

This letler wil, & thorize you to use information in our file under
our EFA Registration Ho. 35900-2 for the evaluation of a water filter manu-

factured b

This Totter 7ivac vou fdbhorization to refer to our file but not to
make available to _az:y confidertial material in the file.

1f you have any questions concerning this, please contact me.

Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

BN e A,

Uaiter J. Peiens
RdP:mie Yice President




*Product ingredient source information may be entitled to confidential treatment*

REGISTRATION DIVISIOH

I08ICS, IRCORPORATED
Attn: Walter J. Polens
p.0. Box 99
Bridgeviile, F& 15017

Gentliemen:

Subject HYGENT
EPA Reg. Ho. 35%00-2
Your letter of November 13, 197%

The general chemistry informetion submitted with the referenced letter
in support of _
is not acceptadie.

\- Apparently you did not quite understand our regquest. The qeneral
chemistry requirements are in two (2) parts. The first part, (&), refers
to the technical chemical used as the active ingredient (in this case-
elemental siiver)} and the second part, {5), refers to the specific
pesticide formulation (in this case-- & water filter contafning silver
and carbon). The information required is as follows:

A. Information on the tech#ifcal chemicals used as the active ingredients
in the pesticide, 1ncluding:

1. Complete composition of the technical chemical, 1ncludinc the
chemical names and percentages of 1mpurities;

2. Basic manufacturing process of the technical chemical.

3. Puwity of starting and intermadiate materials used in the
manufacturing process;

4. Basic physical and chemical characteristics of the actfve
ingredient(s), either in technical or purer form;

5. Anaiytical methods for the principal component({s) and impurities.
B. Information on the specific pesticide formulation includinn:

1. Hethod(s) of analysis for {dentifying and gquantifying the active
ingrecient(s) in the pesticide formulatfon.

209




2. Hote that "basic physical and chemical characteristics” in A(4)
above,mean - structural formula, melting point, botling point, vapor
pressure densfty, hydrolysis rate, solubility, dissociation constarts,
stabllity, physical state, color and odor. You have not supnplied any
of this information.

3. Submit more details of the atomic absorption method.
4. We accept your storage stab{lity data as satisfactory.

5. Your attachment A{Method for determining total silver content of
Hygene) 1s not acceptable becsuse 1t is incomplete. fExactly how do
you analyze for silver? You say "Take al{quot for quantitative
ana}yses of sYlver." However, that 1s the end of the method. Please
explain.

Sincerely,

7.5
bumes H, Banks

Product Manager 33
Disinfectants Branch {WH-567)

WH-567:DIS:RGD:imd 1 59040:12-2-76:Rm 321
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X 93, BRIDSEVILLE, PENNSYLVANIA 168017
HONE A, C, 412 3431040 TwWX 5108273262

November 12, 1975

United States Environmental Protection Agency
Disinfectants Branch, Room 321

Registration Division {WH-567)
OPP-EPA

401 M Street S.W.
Washington, D. €. 20640

Attention: Mr, James H, Banks - PH 33
Dear Mr. Banks:

This letter will confirm our meeting in your office on November 19 at
10 a.m.

At this meeting I would 1ike to discuss with you and some of your
personnel the application of our HYgene in some of our larger units and also,
now that we have an approval on HYgene, I think we could now talk to you about the
possibility of using this in our Pool Gen& swimming pool unit.

I want to thank you for arranging this meeting and giving us the
opportunity of discussing these products with you.

I shall look forward to seeing you at that time.
Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

M
Walter J. Polens %
WJIP:mle Vice President o/
P
W
A

ISR RN R )
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L
. o © JEPA REGISTRATION MUMBER
o8, ENVIROMMENTAL PROTSCTION AGENRCY i R :
OFFILE OF PEITICIDRE PACURAME . - .....,_‘“ T -
ASGINTRATION DIVISION DATE OF ISSUANCE ) 3
WARMINOTAM, D.C, 20450 .
A T LT
o NAME OF PESTICIOE PROCUCT
MNOTICE OF REGISTRATION Hyneur
(Trder (e Federal Inaveiicide, Mf:ld&
and Rodenticide A2t, aa i
i " MAME AMD ADDRESS OF REOISTRANT
: I lonics, }rm"pc ated o . .ﬂs
% &4 - sn'q iy 1 % :)
Attention: ¥r. Malter Jd. Polens 051 :
""‘ . T-€‘§ 59'-&}( ?J‘. - I
;- Do Bridgevilin, Fenpsvlvapid 15017 .
P . . Ce .

i"L“- m ; Cha in labaling or formaia differing in substasor froc that mcce in coimection with this registration musi be sub-
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Note that this submission was processed and accepted under current
requirements. At such time as re-registration is required or
amendments are proposed, the Registration, Re-registration and
Classification Procedures, as published in the Federal Register

on July 3, 1875, will be applied. Refer to Section 162.23 of

that document, Refer also to PR Notice 75-1.

Sincerely,

James H, Banks
Product Manager 33
pisinfectants Branch
Reqistration Division

Enclosure : /ﬁfiﬁ?zg;57404uaf’/q

Stamped Label

1H-567:D1S :RDOUGLAS :ca:10/29/75:859041 :vm-321

cc: PED
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IONICE, INCORPODRATEDR

P. O, BOX 99, BRIDGEVH.LLE, PENNSY{VANIA 1807
PHONE A. C. 412 343-104C TWX S106973259

October 14, 1975

AIRMAIL - SPECIAL DELIVERY < CERTIFIED MAIL - RETURN RECEIPT REQUESTED - ADDRESS ONLY

United States Environmental Protection Agency

Disinfectants Branch, Room 321
‘Registration Division (WH-567)

QPP - EPA
401 M. Street, S.W.

Washington, D,C, 20640

Attention: Mr, James H, Banks ~ PM 33

Dear Mr. Banks:

Subject:

HYGENE

lonics File Symbol 35900-E
Your letter dated October 9, 1975

Five finished labels for the above HYgene product are enclosed. On this
label, we haye made the following changes as requested in your letter dated October 9,

1) We have changed "Self~sanitizing" to read "Bacteriostatic".

1975:

L 2)

.... L] .... 3)
"... 4)
teelee . 5)

We have changed the claim "Prevent the growth of bacteria” to

read "Inhibits the growth of bacteria".
We have deleted "as a sanitizer".

We have corrected the typographical error in the spelling of
silver,

In your letter under paragraph 5, you ask us to provide the

necessary calculations to verify the flow rate recommended on the
label is comparable to the flow rate used in these laborateory
experimentation studies.

You may use the following equations to convert the 500 ml/minute
and this will show that this is the same as 15 gallons per minute,

The equation is as follows:

500 m? flow through column of 250 cc HYgene mineral is directly
proportional to 15 gallons per minute per cubic foot of HYgen
as follows:

a)
b)
c)

500 ml/min. = 0,132 gal./min.
250 cc HYgene =

0.008828 cubic foot

0.132 gal./min./0,008828 cubic foot = 15 gals. per minute
per one cubic foot,
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United States Enyirgnmental Protection Agency October 14, 1975

Attention: Mr, James H, Banks - PM 33 Page 2

6) We have no collateral literature or technical bulletins or
brochures that are being distributed with this product at
present.

We have enclosed a copy of a letter that {s being sent to all of our
customers. If any literature or collateral materal is developed to be sent with
the product, we will send this to you for your approval,

In your letter dated October 9, 1975 under paragraph "D* 1, 2, 3, and
4 - you asked for additional information required to substantiate the bacterio-
static ¢laim for the filter media.

1) Attached please find a letter from Ms, Linda Deans, Manager
of Analytical Services for NUS Corporation who did the testing.
In this letter Ms. Deans gives the concentration of the artificially
contaminated water (inoculum) at the end of the test to ascertain
the degree of natural "dieoff".
2) The neutralizing solution used contained 5% sodium thioglycollate
and 7.3% sodium thiosulfate. One milliliter of this sterile
neutralizing solution was added to sterile sample bottles in which
100 milliliters samples were collected for bacteriological testing.
3) Attached is a copy of our report "EVALUATION OF HYGENE PRODUCT
MEDIA FOR EPA REGISTRATION®. This was originally sent to you on
September 3, 1975. Please note on page one under CHEMICAL, there
is a listing of the production lots used for testing. Three of
. these lots are as follows: :

-

‘ _ Lot No. 05125, Lot No, 04075, Lot No, 03105

On page three of this report under BACTERIOLOGICAL, we list the
three Jot numbers used for bacteriological testing.

Lot No. 05125, Lot No, 04075, Lot No. 03105

*e
L ]
L
L J
L
L

LT R L L)

Please note that these are both from the same lot numbers that we
used in the chemical testing.

I refer you to the last paragraph on page two which states "Flow was
discontinued to all three columns for a period of eighteen {18) hours." These samples
were then acidified and sent to NUS Corporation with the suffix "C" and tested by
atomic absorption for silver concentration. This inciuded lot numbers 05125, 04075,
and 03105. They were identified then as lot numbers 05125C, 04075C, 03105C. Attached
to the abgve reference report is the NUS Corporation Atomic Absorption Test Report on
the silyer by lot numbers, None of the three lots went over the 50 ppb after an eighteen
hour holding period. This conclusively proves that from these lots even sitting eighteen
These are the lots that we used for the bacteriological

hours, we did not exceed 50 ppb.
tests.




United States Enyironmental Protection Agency October 14, 1975
Attention: Mr. Jdames H, Banks - PM 33 Page 3

4} Attached is the letter from Ms. Linda DeansManager of Analytical
Service for NUS Corporation that I refered to under "P" - 1.
In this letter she mentioned that she used Standard Methods membrane
filter technique for the bacteriological assay,

As requested in your Tetter, in order to expedite the handling of this
data, we have returned the dupiicate copy of your Tetter, We respectfully request your
inmediate evaluation so that we can supply some of our customers who have already been
issued there EPA registration number,

Yours very truly,

IONICS, INCORPORATEOD

' Bridgeville Plant

Walter J. Polen
Vice President

WIP/np
cc: Mr, E. F. Brown, Chief

Encliss «°%.
-t o0 S8 &

Bt Hriye (5) Tabets

S etee 2y Customer Notification of EPA letter
. 3} Copy of EPA letter dated October 9, 1975
sons *4 ..RUS latter from MS., Linda Deans
eeee -&}"!EVALUATIOH OF HYGENE PRODUCT MEDIA FOR EPA REGISTRATION®

»
sonped
[ ] -
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*Quality control process information may be entitled to confidential treatment*



P. O, BOX 29, BRIDGEVILLE, PENNSYLVANIA 15017 PHONE A.C. 412 3431040 TWX S108973202

Water Conditioning Fouipment « Custom Fgbrivetion for the Nutlesr, Chemical & Food Induystries -« Kest Trensfor Eguipment

NOTE TO EPA: This letter will be sent to our accounts after we have received
: official notification of having been granted our EPA registration

number,

This letter is to inform you that Tonics, Incorporated has been granted
its Federal Registration Number from the Environmantal Protection Agency for its

' product HYgene,
HYgene has been registered under the Federal Insecticide/Fungicide/Rodent-
cide Act and has received a Bacteriostatic rating. The Federal Government allows
us to make the following claim - that our product will inhibit the growth of

bacteria.
HWe can now honor all purchase orders and make immediate shipment of this
product.

We are enclosing our current 0.E.M. price list,

May we look forward to-hearing from you with your requfrements.
Very truly yours,
IONICS, INCORPORATED

‘ Bridgeville Plant

Halter J. Po]éns

HJP:imle ¥ice President

Enclosure

b .
13 “ee
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it A T
"0 pes “ee :. LA T
hd L]

221




*Quality control process information may be entitled to confidential treatment*



REGISTRATION DIVISION

IONICS, INC. »
Attn: Halter J. Polens oCcT 09 WL
P.C. Box 9%

Bridgeville, PA 15017

Gentlemen:

Subject : KHYGEME
File Symbol 358900-F
Your sulmission of Septamber 3, 1975

. The product referred to sbove will be acceptable for registration under
the Federal Insecticide, Fungicide, and Rodenticide Act; provided, finished
Jabeling 1s submitted fncorporating the Tollowing revisions.

1. Change "Self-sanftizing® to reed “bacterfostatic®. d

2. Change the claim "Prevent the growth of bacteris” to read “Inhtbits .~
the growth of bacterfa.®

3. Delete "as a sanfitizer."” o

4. Note the correct spelling of silver.

E. Provide the necessary calculations to verify that the flow rate recommended
on the label {s comparable to the flow rate used in these laboratory experimenta-
tion studfes.

. [ 6. Any cdllateral literature, such as technical bulletins or brochures, N\ -
distributed 1a conjunction with this product must be submitted for review '

Pased on an evaluation ef the dats subeitted, the following conclusfons were
made:

A. Claivs supported by data: The requirement to demonstrate that the silver
coucentration of the effluent water does not exceed 50 ppb after treatment
i 15 fulfilled by the chewical data provided.

B. Data not zppropriate: The bacteriological date are {nappropriate to
support a self-sanitizing claim for f{lter medfa. To support such a
claim, a study must be designed to demonstrate (1) that the filter
media does retain bacteria fn sufficlent number and (2) that the
filter media does effectively and significantly reduce the bacterial
populaticn retained.




C.

D.

Lesser clafe the data will support: The data provided suggest
fnhibition of bacter{al growth in water stagnated within the filter
medfa for 10 hours.

M&ional {nformation required: Yo substantiate thebacterfostatic claim
for the filter mediza, the following additfonal fnformation must be provided:

1) The concentration of the artifically contaminated water {incculum)
at the end of the test s required to escertss the degree of natural
‘diecff”.

2) The neutralizer used must be Jdentified.

3) Determinations of the s{lver content tn the effluent from the three
test units used to derfve the bacterfological data are required.

4) Bacteriologfcal assay method used to derive counts on the effluent
from the control and test units must be submitted.

YEPA Reg. Ho. 35300-2" {s being reserved for this product. This sust appear
on the finfshed label. The "Motfce of Registration” will be #ssued when
five (5) coptes of the acceptable finished {printed) labeling are submitted.
Finished labeling fs that which will be attached to or accompany the product.
Refer to the attached A-79 Enclesure.

To

expedite handling, please return the enclosed duplicate copy oftthis

tetter with your finfshed labeling.

This letter does not constitute registration, and the product may not be
lawfully marketed tn interstate commerce untfl {t s registered.

Stncerely,

5

James H. Banks

Product Manager 33
Disinfectants Branch (WH-567)

Enclosure

A"?g E.nC'I.
Duplfcate letter

WH~567 : DIS :RGD2md : 59040:10-9-75:Rm 321
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e IonICS
' P. 0. BOX 8@, BRIDGEVILLE, PENNSYLVANIA 18017

IGNICS, INGDRPORATAED PHONE A. G, 412 2431040 TWX BT1OSQ73295
October 8, 1975

B

CERTIFIED MAIL - RETURN RECEIPT REQUESTED
DELIVER TO ADDRESSEE ONLY

Mr. E. F. Brown

Chief, Disinfectants Branch

Registration Division {WH-567)

United States Environmental Protection Agency
401 M Street S.W.

Washington, D. . 20460

SUBJECT: HYGENE - Ionics File Symbol 35900-E
Ionics EPA Registration No. 35900-2

Dear Mr. Brown: '

This letter will confirm our telephone conversation of Friday, October 3,
. 1875. From this phone conversation it is my understanding that the United States
Environmental Protection Agency will issue to Ionics, Incorporated on their product
HYgene EPA Registration No. 35900-2. This number will be issued as soon as you
receive the enclosed (5) labels that have the following revisions from the original
label sent to Mr. James H, Banks on September 3, 1975.

The revisions on the labels are as follows:

1. We have changed the word "Self-sanitizing” to “Bacteriostatic”.

2. MWe have changed the claim "Prevents the growth of bacteria” to
"Inhibits the growth of bacteria”.

4 3. We have deleted "As a sanitizer".
@ 4. We are providing the following necessary calculations to verify
that the flow rate of 15 gpm/cu.ft. recommended on the label 1is
. comparable to the flow rate used in our laboratory experimentation

studies, In these studies we used 500 ml./min. flow through a
column of 250 cc of HYgene mineral. This is directly proportional
to 15 gpm/cu.ft. of HYgene as follows:

a. 500 ml./min. = 0.132 gpm \0%\

¥

b. 250 cc HYgene = 0,008828 cu, ft. . }& L
¢. 0.132 gal./min./0.008828 cu.ft. = 15 gal cu.ft. ;} Ny
by direct proportion. - E.QLJ;{,‘/ U 5\{' ﬁ)
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Mr. E. F. Brown October 8, 1975

Chief, Disinfectants Branch Page 2
Registration Division (WH-567)
United States Environmental Protection Agency

It is our understanding that we are to provide you with copies of any
collateral literature such as technical bulletins and brochures distributed in
connection with this product for your review. At the present we have no iiterature
that will be sent with the preduct. We are enclosing a copy of a Tetter we are
sending to some of our potential customers.

1 would 1ike to take this opportunity to thank you and ali of your staff
for the cooperation we recelved. .

Very truly yours,

IONICS, INCORPORATED .
Bridgeville Plant

240 RS N

Walter J. Polens
WdP:mle Vice President

Enclosures

cc:  Mr, James H, Banks
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P. 0. BOX 89, BRIDGEVILLE, PENNSYLVANIA 18017 PHONE A.C. 412 3431040 TwWX B108879280

Water Conditioning Eguipment « Lusiom Fabrivation for the Muciesr, Chemive! & Food Industries + Heal Transfer Equipment

This letter is to inform you that Ionics, Incorporated has been grantad
its Federal Registration Number from the Environmental Protection Agency for its

product iYgene.

HYgene has been registered under the Federal Insecticide/Fungicide/Rodent-
cide Act and has received a Bacteriostatic rating, The Federal Government allows
us to make the following claim - that our product will inhibit the growth of

bacteria.
‘Me can now honor all purchase orders and make immediate shipment of this
product.

We are enclosing our current 0.E.M. price list,
May we look forward to hearing from you with your requirements.
Very truly yours,

TONICS, INCORPORATED
Bridgeville Plant

A e

Walter J. Polens .

HiP:mle Vice President

Enclosure
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N UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g oS WASHINGTON. D.C. 20460
REGISTRATION DIVISION
IONICS, INC. Gc(itﬁf 3N
Attn: WHalter J. Polens ) ‘f$ \ \\
P.0. Box 99 ' ¢ \\\K\
Bridgeville, PA 15017 . /3 “35%% B
Gentlemen: ésk( *&;;ﬁ g%i
\; _.-.0; et AR
subject :  HYGENE -\%A W s/
File Symbol 35900-E N P
Your submission of September 3, 1975 N i

The product referred to above will be acceptable for registration under

the Federal Insecticide, Fungicide, and Rodenticide ‘Act; provided, finished
labeling is submitted incorporating the following revisions.

1. Change "Self-sanitizing" to read "bacteriostatic".

2. Change the claim "Prevent the growth of bacteria" to read "Inhibits
the growth of bacteria."

3. Delete “as a sanitizer."”

4. Note the correct spelling of silver.

5. Provide the necessary calculations to verify that the flow rate recommended
on the label 1s comparable to the flow rate used in these laboratory experimenta-
tion studies.

6. Any collateral literature, such as technical bulletins or brochures,
distributed in conjunction with this product must be submitted for review.

Based on an evaluation of the data submitted, the following conclusions were
made:

“A.  Claims supported by data: The requirement to demonstrate that the silver

concentration of the effluent water does not exceed 50 ppb after treatment
i1s fulfilled by the chemical data provided.

B. Data not appropriate: The bacteriological data are inappropriate to
support a self-sanitizing claim for filter media. To support such a
¢laim, a study must be designed to demonstrate (1) that the filter
media does retain bacteria in sufficient number and (2) that the
filter media does effectively and significantly reduce the bacterial
population retained.
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€. Lesser claim the data will support: The data provided suggest
inrhibition of bacterial growth in water stagnated within the filter
media for 10 hours.

D. Addtional information required: To substantiate thebacteriostatic claim

for the filter media, the following additional information must be provided:

1} The concentration of the artifically contaminated water (inoculum)

at the end of the test .is required to ascertaln the degree of natural
*dieoff". .

2) The neutralizer used must be identified.

3} Determinations of the silver content in the effluent from the three
test units used to derive the bacteriological data are required.

4} Bacteriological assay method used to derive counts on the effluent
from the- control and test units must be submitted.

“EPA Reg. No. 35900-2" 1is being reserved for this product. This must appear
on the finished label. The "Notice of Registration" will be issued when ‘
five (5) copfes of the acceptable finished {printed) labeling are submitted.
Finished labeling is that which will be attached to or accompany the product.
Refer to the attached A-79 Enclosure.

To expedite handling, please ;eturn the ehclosed duﬁ]icate 66py'of'this
Tetter with your finished labeling.

This letter does not constitute registration, and fhaproduct may not be
lawfully marketed in interstate commerce until it is registered.

Sincerely,

C0 sk 4

James H. Banks
Product Manager 33
Disinfectants Branch (WH-567)

Enclosure
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Pevised April 1973
A-79 Enclosure

FIMISHEN LARELING

Finished labeling is defined as the comnlete markinas and text
that aonear on or accomnany the nroduct. Finished lahelina must
be leaible and the aranhic desian must not be misleadina.

Submittino Procedures,

1. VUhen screen nrinting or embossina is used to orint labelina
directly on the container (cans, bottles, hoxes, etc.}, do
not submit the containers. Such labeling should be submitted
after it is reproduced as follows:

A. Screen Printina. Recuest your nrinter to
supply finished conies of the labeling on
paper for convenient filing. Conies may be
obtained bv tavinc a piece of naper on the
container as it aoes throuah the nrintina
process.

B. Embossinn. Photo cony this labelina.
11. When paste-on labelina is used, submit the actual labelina.

ITI. When the labeling involves large containers such as baos or boxas,
submit legible, ahoto-reduced conies indicatina the fraction of
the actual size. The actual baass or boxes are not accentable and
will be returned. If the nhoto-reducina nrocess makes the lahbel-
ina illeoible, any ane of the followina methods for suhmitting
finished labeling would be acceptahle:

A. Photo-reduce the labelinn to an accentable size which would
fit in a letter-size file folder,

B. Photo-reduce the labeling in sections, so that each sheet is
apnroximately 8-1/2 by 11 inches, or

€. Photo-reduce the labelina to 8-1/2 by 11 inches, and submit
the labelinn text in typewritten form. _

IV. When the labelina is smaller than 49 square inches, conies should
be attached to a sheet of narer (8-1/2 bv 11 inches).
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P. O, BOX 9%, ER#DGEVIL.L.E. PENNSYLVANIA 18017 PHONE A, C. 412 3431040 TWX 5108973250

Weter Conditipning Eguipment « Custors Fabrication for the Nuclsar, Chemical & Food Industries  « Haat Trensfer Eguipment

NOTE T0 EPA: This letter will be sent to our accounts after we have received
: of;gc1a1 notification of having been granted our EPA registration
number,

This letter is to inform you that Ionics, Incorporated has been granted
its Federal Registration Number from the Environmental Protection Agency for its
product HYgene. '

HYgene has been registered under the Federal Insecticide/Fungicide/Rodent-
cide Act and has received a Bacteriostatic rating. The Federal Government allows
us to make the following claim - that our product will inhibit the growth of

bacteria,

We can now honor all purchase orders and make immediate shipment of this
product.

We are enclosing our current 0.E.M. price list.

May we look forward to hearing from you with your requirements.

Very truly yours,

TONICS, INCORPORATED
Bridgeville Plant

Halter J, Polens
HIP:mle Vice President

Enclosure
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The portable Sabro Laboratory, using the
Membrane Filter Technique, is in daily use
throughout the world. It has been given the
status of Standard Procedure in the 1lth
edition of Standard Methods for the Exami-

# Complete, compact portalle
lsboratory

B Bullt-in incubater parmits fast,
asccurate analysis of up to 18 samples

i Provides low-cost, permanent
dey-to-day regords

& Ready-to-use disposable sterlle
citture can assemblies for
Collform or Total Count

¥ Magnelized drawer holds culture cans
It place when moved durlng
}ncubation

# Easy-to-clean stainless steel
filtration units with pelished
Interier surface

nation of Waier, Sewage and Industrial
Waostes, published jointly by the American
Public Health Association, the American
Water Works Association, and the Federation
of Sewage and Industrial Wastes Association,

IONICS, INCORPORATED

-yt TS B.0. Box 99, Bridgeville, Pennsyivania 15017 (Pitisburgh District)
IRCORPDRATED 65 Grove Streat, Watertown, Massachuselts 02172 (Beston District)
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Tlu- Sahre Portable Laboratory, employing the
slembirane Filter technique, provides accurate and
rapi! hacteriological analysig of water. ‘The incuba-
tur. built into the laboratory, permits incubation of
water samples in 18-26 hours and temperature con-
iral within ~1 F. As many as 18 samples can be
wmcuhated simultaneously with samples held firmly
i place inside the incubator drawer to permit trans-
parting the lab during inctbation.

Dixjosable, sterile culture can assemblies ave ready
far Lee, minimizing expense snd trouble in preparing
equipnient. Incubated membranes provide safe and
permanent records of the examination when treated
withia 1, glycerol solution. The Sabro Laboratory
technique permits permanent day-to-day records at
very low cost,

The Sabro Model SBS-1 contains stainless steel
apparatus for the fltration procedure, This appa-
cetyes iy satin-finished outside and the funnel is
sultar-polished inside to minimize adherence of
s galisms during testing, All necessary eqaipment
aar 4 eliformcor Total Count Determinations is con-
1ained in the laboratory, including forceps, vacuum
pmumy, bottles for sterile rinse water and reagents.
The laboratory operates from any 110 volt, 60 cyele,
AL eleetrieal outlet, although converters are avail
alde for operation from automobile batteries, Nickel-
adium batieriés also may be used as a power source,
In addition, inotors and converters for other power

R e S

Model SBS-1 FILTRATION APPARATUS

The slainiess sleel testing zpparatus for bacleriological
amlysis of waler by the Membrane Filter technlgue is
hwavy duty, high-quality lsboratory equipment. Being
slitinless sizet lhroughout, it is dursble, unbreakable and
sy cleaned. All componenls of the apparslus nesl within
lie Nask for storage, 5o that il cccugpies very little space.

‘The susembly consisis of 2 £00 ml mirror-polished funnel,
it 800 nul Nask, the membrane filter holder, and a double-
acling valve. The filker holder makes up the sealing H4 of
the flask, end in itz eenter iz mounted 2 porous stainless sieet
insett. The membrane is laid on Lhis inserf, and it is through
1he msmnbrane and this inzert that the water being tested
sl pass o get from the funnel to Lhe flask.

The entire agzembly can be fiame-sanitizell or sterilized in
an autuclave

The funnel iz 500 ml capacity; and is locked simply and
firmly to the filter holder in such & manuer that it cannot
damszge the membrane fittor,

FOR BACTERIOLOGICAL EXAMINATION OF WATER

characteristics are availalile,

An integral part of the Sahro Lalworatory Is its
incubator. The motor, with a squirrel cage blower,
supplies bioth the heal and atr cireulation in the incu-
bator, gugranteeing uniform temperature in the
incubating chamber. The incuhator drawer is mag-
netized so that the culture cans are held firmly in
place and the drawer is held closed by magnets,
Incuhalor temperature, held to within <1 F., can be
checked at all times by a dial thermometer.

The disposable culture can assemblies consigt of
sterile, labeled culture can containing a sterile mem-
brane filter and a sterile absorbent pad together with
a sterile ampoule filled with nutrient (M Ende
Broth for coliform determinations, Brain-Heart In-
fusion Broth for total counts}. The ampouled nutri-
ent has a one vear shelf life and gives outstanding

_eolony recovery,

{Jse of these culture can assemblies saves time and
money as it does sway with the labor and breakage
entailed in preparing nuirients, dish washing, tube
plugging and sterilizing, '

The outstanding feature of the Membrane Filter
techrique over the MPN (Most Probable Kumber)
technique is that the entire incubation period is
completed in approximately 18-20 hrs, Where the
Membrane Filter technique i3 uged, the Sabro Lab-
oratory-ofiers fast, accurate analysis as well ay per-
manent records of each water examination.

Compongnls nasled T

for sinrage o M W
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Aszembled
ior use

A PARTIAL LIST OF SABRQO MF EQUIPMENT USERS FOR WATER AND WASTE TESTING

2 5 Patilic Heaith Sarvige—
2l vegranal engineers

U 8 Wabonal Park Service

:l IS ll:;h.m SE-‘uwce

nlemn rhivasl Cooperalion Agency IKoraz,
Yiel Mak Thydang, Tuthey, iﬁn[

M5 Armed Farees

Wkl Health egamzsiise

Crly of Pilebury

City el Clavelsnsg

Slale ol Hlingis

W R,

IRCOn

PORATED

L ¥

Stale of Pemasylvania

Unigon Carliide Corporation
Universily ol Horth Carelina
Sixce & Company

Guil O Corporation

Fhileo Cowporalion

Hader Corperalon of Aments
Coga-Cola Internalipnsl
Trans Wotid Andmes

Magan Corporal:on

Oulr Power Campany

Sritle Eveopesn Alrwags

Amedcen Waler Wowks Sepvige Tompany

Weslern Ejatiriz Company

Urnimalic Engilicenng Ca.

Doguasne LIgil Company

General Waler Woths Manggenienl ang
Service Combany

rled Kalions Chiddren's Fund JRICEF:

IONICS, INCORPORATED

PG Box 99, Gridgevitie, Pennsylvania 15017 {Pittsbuph Dislriet)
&5 Geove Strest, Waledeown, Alagsachusetls 02172 {Beslon Oislriet}
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t e removed by the

«oth HYgene as

ponorbeestadd carbon
: medium also removes
oot e i sk g ater

How car the HYgeae system &+ jested o be
certain it is operafing provscly and kitting the
fiaranbut bacieria?

“here are twu methods of testing the H¥gone
trested water:

e v bagleriglogical analysis to be certain
the system is destroying the pathogenic,
disezse-carrying bac'ena, Th's test can ba
o with the use of the lonics SABRO
bacter.clogical testing equipment or by a
foval lesting laboratory or tospital.

sitver residup! tost to determine if
fyi s aoeszent v sufficient

Sitygr Test

uiie Chernical
C BLapsian This
Jlontos or Lohdolie

P.0. BOX 93 « BRIDGEVILLE, PA. 15017
INTIRNATIDNAL WATER COMSULTANTS AND
EQUIFMENT MANUFACTURERS » MEMBER WATER
CRNDITION NG FOUNDATION AND THE W TER
CONDITIONING ASSOCIATION INTERNATIONAL
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Yhat is HYgene?

The physica characteristics of HYgens are
comparable to those of granular activated
carbon gpon which a silver coating has been
deposited. Carbon was chosen as the carrier
materiad becayse of it5 exteptionally high
available surface area for the deposit of silver.

How dogs HYgene purify water?

% lver, which has been chemically ptated onto
activated carbon, is the purifying agent, As
contaminated water passes through a layer or
bed. of Hygene material small quantities of
silver-~tess than 50 parts per billion {ppb)m-
are dissolved. |t is this trace amount of sitver
whith destro.s the pathogenic organisms
{ound n polluted water.

Does silver fram the HYVgene process have
toxic sHect on humans?

e toe :"-. ™o | : A PR

rasd, y deposited 1n the body, 1S 104 pa ticu-
larly toxic. The limitation is intended, however,
to guard against argyrosis, which 15 only of
cosmetic significance and occurs very ra_rely
and only when s-ong concentrations of silver
are consumed T¢ e HYgene process produces
a water affluent with such a low silver content
that no towe effect, cosmetic or otherwise, will
oCour.,

Has the lonics HYgene process been approved
by the federal and state heghth depariments? -
Uealth departments o not approve matigo_ds
used tor sterilizing water, Health authorities
do demand that effiuent water from any of the

>

following methods comply with its set stand.
ards, both chemically and bacteriologically.
lonics HYgena process will produce water
within these acceptable standards.

The process used for water purification is an
individual choice. Chlorination, czong, iodine,
ultraviolet radiation, silver filiration are some
of the alternatives.

How is HYgene used?

Thera are many application requirements for
HYgene ranging from small field or emergency
drinking water kits io large industrial/
rmunicipal water purification systems, H¥gene
media is most effective in a compact layer or
filter bed systemr where the raw water passes
through a column of material at a given flow
rate, or for & mandatory predatermingd con.
tact fime, in order to destroy bacteria,

fan 8¥n0ar be used in the kome?

R SO TP SIS

R e L T e - RS
discharged miles away, making it practically
impossitle to trace. When this contaminated
water is recognized, the homeowner must
make a choice of available means to purify
the water. HYgene eqUipment 15 sate, reliable
and econgmicatl for home use.

Is the HYgene system a more expensive method
of purifying water than chiorination?

surprisingly, HYgene is generally less expen-
sive over a given peried of time. The initial
cost or capital investment for gither method
ot water purification is approximately th¢ 5ame.
The chiorinated system, after installation, re-

R

quires continuous opara ional costs ‘o snaen
¢hemicals and freguent caon renyis o
also demands constant maintenance suc- as
ifrequent equipment adjustmerdts anc a rigid
schedule of selution preparation, Thy HY:o e
system, on the other hand, operaies com-
pletely free of additlonal chemicals and .3~ 3
mirimal amount of mainlenance reswired for i
periodic backwasiwgvery four to six weeksm &
to maintain a clean filter bad. The backwash |
requirements of the HYgene filter depend
upon the turbidity of the raw water,

g

S e

What is the life expectancy of an lonics
HYgene filter?

Tpe treating capacity of the HYgene filter s
directly related te the amount of -medium (n
the unit. Each cubic fool of Higere mug s
wilf sterilize 730,000 gallons of ¢
Wi r under noerma or a.efe.e 0

v,

calcuanng t+s  te sapectancy 1§ e nsE -
lation of a water meater,

Is a retention or holding tank necessary {ollow-
ing the HYgene filler?
As with chloripation, holding time is recom-
mended following HYgene treatment to prov de
residual bacteria Kill.

what are the filiration characteristicr o!
HYgene?

The hydraulic behavior of 2 HYgene bed -
identical to that of a comparable 12 % 37 ma-
carbon filter,
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GENERAL I0NICS®

HYgene® WATER PURIFIER

APPLICATIONS: » Purification of water for homes, hoteis, motels, cottages, institutions, industrial plants, commer-
cial plants, commercial buildings, shipboard, air fields, construction camps, etc.

s Slime suppressant in cooling systems and air ¢onditioning systems.

OPFERATION: The HYgene " Process kills water-borne intestinal disease carrying bacteria such as those produc-

ing typhoid, paratyphioid, cholers, bacillary dysentery and other such diseases S{.#ead by drinking
water. The purifying agent employed is 2 silver sait of complex chemical structure which is de-
posited on activated carbon. While the siiver purifies the water, the activated carbon in the sys-
tem improves the taste, odor and color. Trace amounts of silver reieased into the vreter continue
to maintain Ppurity long after it passes through a HYgene' fiiter bed. HYgene® will purify any water
which isg "bacteriologically accepted for treatment” as defined by the United States Public Health
Service Manual, RECOMMENDED WATER-SANITATION PRACTICE, A 10 to 30 minute holding
period of the MYgene” system effluent is recommended to insure 100% kill,

ANTAGES &

F-"TURES:

Pure, odorless, sparkling clear water,

No, additions of chemicals required.

Non-irritating to eyes and mucous membranes.

Unaffected by exposure to light.

Unaffected by exposure to increased temperasture,

Simple and economical to instaii and maintain.

No moving mechanlcal parts to maintain,

Periodic backwash Reeps system functioning properly.
Produces potabie water to meet U.S. Public Heaith standards.

P B 8 9 0 B 5 0 @

RAW WATER For religbie operation of the HYgene® system, the foliowing are raw water limitations:
. Chlerides: 500 ppm maximum
LIMITATIONS: Sulfates: 2000 ppm maximum
Iron: 2 ppm maximum, Most raw waters high in iron content can be pre-treated for its re-
moval befere HYgene® treatment.

Color: 20 ppm maximum
Turbidity: 5 ppm maximum

aH: 5.0 to 8:5
. Tomperature: 40 F to 85 F
' ’ ) Hydrogan Sulfide: It present, its removal is recommended.
HYgene™ Specifications
Marel legz g;:: Tmat;n&%g;gacity Oper. ggssum H'fgu;?;‘ l!}flneml thu"f‘ Dim;lz:: 5. Recamﬂmgﬁa&n&’;ﬁs tor
HY45 4.5 750,000 20-160 1.5 60 10720 80 to 150 gal.
HYS0 8.0 1,500,000 20-100 3.0 63" 147x25" 150 to 300 gal.

Fiberglass Tank Specifications: HYgene® pressure tanks are made of fiberglass material. These units are available from stock in the
two sizes listed above. Purifying units of greater capacity or 2 speciz| design to meet unusual ftow or application requirements can be
supplied.

*NOTE: When installed and operated according to sgecif_ications, water treated by the HYgene” Process will meet the bacteriological
standard for potable water as establiished by the 1.8, Public Health Service.

Hotding Tanks: Storage tanks may be purchased from lonics, Ine. or from your iocal supplier.

- JONICS, INCORPORATED

MANUFACTURERS OF GENERAL |ONICS"WATER CONDITIONERS

P, ©. BOX 98 - BRIDGEVILLE, PENNSYLVANIA 15017 {Pittshurgh DIstrict)
INTEANATIONAL WATER CONSULTANTS ANG EQUIPMENT MANUFACTURERS
#embor Waler Londitioning Foundellon and Water Condiloning Azgocisiion Intornalional

Lithe US.A. HYG-1G-70 23 6
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WATER PURIFIERS

SILVER/ACTIVATED CARBON FILTRATION SYSTEMS
TO PRODUCE SPARKLING BACTERIOLOGICALLY PURE WATER

238




NATER PURIFIE

...SET NEW STANDARDS FOR SAFETY

In the silver/activated carbon systam the siiver
purifias the water while the activated carbon removes
objectlonable taste, odor and color. AddHitionally,
HYgene purified water is unaffected by sunlight or
temperature Increase, and the silver ions aiso provide
a residuatl effect to maintain water purity iong after
passing from the filter bed.

Sabro bacteriological testing

The lonics SABRO Fortabie Laboratory provides
equipment necessary for the bacteriologica! exami-
nation of water, This membrane fiiter (MF) technlque
used by SABRQO has been given the status of &
dard Procedure in American Pubilic Health
jCialion's Standard Methods, The SABRO MF
ol ollers fast, accurate analysis as weli as a
Enent record of sach water examination.
SABRQ Portabie Laboratories are in continual use
by Pennsylvania and other state Dapartments of
Heaith and Environmental Engineering, U. S. National
Park Service, U. S. indian Bervice, U. S. Armed
Forces, International Cooperation Agency and the
Worid Heaith Organization.

Raw water limitations for HYgene

Reliabie long-term operation of HYgene water puriflers
can be expected if the process is kept within the
fallowing raw water limitations:
Chiorides......... 500 ppm maximum
Suifates .......... 2000 ppm maximum
1 0.2 ppm maximum . . . most
raw waters high in iron content
can be pretreatad for its re-
movatl before HYgene treatment

Color............. 20 ppm maximum

Turbidity.......... 5 ppm maximum

¢ S 501085

Temperature...... 40°F to B5°F

Hydrogen Suifide. .If present, lis removal I8
recommendad

R EEREE

T i0®

Before HYgene treatment
the coliform culture shows

pathogenic diseass-canying
bacteria In raw water supply.

1 ot
M Tap s

After HYgane treatmant the
clear culture above indicates
the bactsria have bean
destroyed.

‘The fonlcs SABRO Portable
Laboratory using the membrane

= “filter technlgue is in daily use thioughout the wodd.

CS, INCORPORATED

P, O. Box 99 « Bridgeville, Pennsytvania 15017
international Water Consultants and Equipment Manufaclurers

Yo s “HriErz




WATER TREATMENT SYSTEM...POLISHES AS IT PURIFIES

The HYgene water purlfier is a silver disinfectant
process that will purify any water bacteriologlcally
pcceptable for treatment as defined by the United
States Department of Health Service Manual, The
system Is particularly effective as a disinfecting
process agalnst pathogenic intestinal organisms
found in water, including germs that cause typhoid
fever, dysantery, cholera and diarrhea.

in addition fo its purifying gualities, HYgensg units
filter the water and remove objectlonable taste, odor
and colorwithout the use ot chlorine or other chemicals,

Operation
The principle of the HYgene process Is sliver jons
d ited on an inert carrier in an oligodynamic or

fi divided form in such a way that the solubility

i ited to meter trace gquantities. Contaminated
water contacting the purifylng agent dissolves very
minute quantitias of sltver. The trace amounts of
silver released into the water purlfies and continues
to maintain purity long after the water passes through
the filter bed.

A storags reservolr followlng the filtration bed Is
recommended. A {0~ to &0-minute holding period of
the HYgene system effluent Is sufficient to insure a
100% kiil. The effluent is unaffected by exposure to
Hight or increased temperature,

Filtration/flow rate capacities

Under normal operating conditions HYgene water
purlfiers wili treat an average of 750,800 galions o!
raw water per cubic foot of mineral. HYgene units
are designed for a flow rate of 3 gallons per minute
per cubic foot of purifying agent.

A simple backwashing of the unit is all that is
necessary o keep HYgene functloning properly and
maintain its parifylng, polishing
and filtration efficiengy.

1

Standard sizes and épeciais

lonics manufactures standard HYgene fully automatic .

equipment for maximum daily production rates from
20,000 galions up to 210,000 gallons. Larger units of
speciat design and capacitles can be engineered
and manufactured by lonics. Under average condi-
tions the treating capacity of the purifying agent can’
run trom 4 mllllen galions In the HY-160 model to
36 million gallons in the HY-1470.

In addition to these commercial/industrial slzes,
tonics manufactures two domestic units with capac-
ities of 3 million and t% mililon galions,

HYgene fully automatic industrial/ municipal potable water treatment systems

Unit Oknension Recommended
FlowBate | 110880 | yyggpe | Max Daly Nominal
del daximum apacily Minaral ! Floor Valve & Hoiding
iGPM) {Gallons | oy, Fry | (GS24HE ) boy | Space Tank Pipe Tank Size
Per Charge) | @ Max Ratg) ‘ L'x W Diameter Sizs {Gallons)
HY-180 ré 4,000,000 55 20,0600 64~ P47 x 347 20" 14" 500
HY-240 24 8,000,000 8.0 36,000 66" 287 x 407 24 %" TEQ
HY-380 38 5,000,000 12.0 50,000 &a” 347 x 487 30" T 1166
HY 540 54 13,500,000 8,0 75,000 70° | 36" x 52" ag* 2 1800
HY-720 72 18,000,000 24.0 100,000 7 427 1 E87 42" 2" 2200
HY -960 88 24,000,600 32.0 136,600 74" 48" w747 48" 2w 3000
HY-1200 120 30,000,000 40,0 170,600 76* | 54 x 88" 547 2% 3500
HY-1470 147 36,000,000 49.0 210,060 e 50w g5” én” 2% 4300

R




Reliability

A major part of the research and devetopment Investl-
gation on the behavior of disInfection with silver was
carrled out at the Johns Hopkings University Depart-
ment of Sanitary Englneering under the directlon of
Dr. Charles E. Renn. Also, lonics Quality Controt
Department continually checks the physical and
chemigal characteristics of HYgene mineral to assure
that the special proparties are maintained.

HYgene completely avtomatic units mean fust that.
Water purifiers Installed in the United States and
slsewhere have produced remarkahle racorgs of
trouble-free psrformance Involving many sources
of water.

Ygene advantages vs. chlorination

ne HYgene system of water purification has a
number of advaniages over conventional chlorination
systems,

Characleristic H¥Ygena Chiorination

Medicinal Tesle Hone Yes
Objectionable Odor None Yos
Handling of Dangerous Chemicals No Yos
lrritation 10 Eves and Mucous

ffembrahas None Yes
Aflecled by Sunlight No Yes

Loss ol Beslduai Efleclivensss No A {:]

In addltlon o these conslderatlons, over-all costls a
major concerm. On a strict comparlson of aguipment
eosts the chlorinatlon procass appears less
xpensive, Howaver, when real maintenance and
ant operatlon expsensas are consldered,
the HYgens treatment bacomes gulie com-
patitlve. As an example, the HYgens system

One of threo tully automatic HYgane

water putliication gysiems insfalled in the Bahamas, 8.W.I,,

elimlnates the purchasing, storage and handiing of
potentlally dangerous chemlcals.

Commercial and industrlal chlorination systems
demand the attentlon of an operaior to continuaily
monitor chlorine feed as well as swiich the spent
chlorine tanks, In most ¢cases these asslgnments n~
volve one extra man on the work force. HYgene units
at the same instaliation eliminate this costly over-
head burden. All that is required of the HYgene
system Is a paricdic backwashing to keep the unit
dispenslng silver at a pradlictable rate.

"Applications

The front cover illustration of thig brochure is a
HYgene water purification plant built for United
Englneers & Constructors at Marting Creek, Pennsyi-
vanla, site of 2 new power plant for Pennsyivanla
Power & Light Company. Thls traatment facility
turned bacteriologically contaminated well watsr -
Into potable drinking water in excess of 100,000
gallons per day.

Practically speaking, most any residential home,
commercial, Industrial and Institutional plant or small
municipality can take advantage of the HYgene
water purlfication process. Here are a few examplas:

Air Fields Industrial Plants
Commesrclal Plants institutions
Constructlon Camps Motels
Cottages Office Bulldings
Homes Shipboard
Hotels

where pathogenic infeslinal oiganisms were fesiod
and lound Fo average 10,600 per 100 ml,
Eaclh unif produces & maximum ol 15,000 gallons
par day ol sparkling pufe waier.
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WATER PURIFICATION MEDIA

* Disinfects without the use of chiorine
¢ Produces potzble water to meet USPH standerds
¢ Femoves objectionable taste, odor and color

STORAGE OF MYGENE MATERIAL: Store in closed cantéiner which excludes moisture and

§

chemical fumes.  Active Ingredient - Metallic Silver 1.05%
Inert Ingredient « Activated Carbon 98,05%
Contents: ______ _ cu. ft. ' Lot Mo.
Code

© Another #ine product by the manufecturers of General lonics Water Conditioning Equipment

fONICS, INCORPORATED / Routes 519 & 50, Bridgeville, Peannsyivania 15017

B Trademark rogistered Coamtima,
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FISH & Wilhoiro EBWILRG GG ITIRL CHEVLGTRY FFPICACY

FILL O 156G, KO, 35900-E

PITZLCAON OR BNy, Ieliqt v,

DT DIV, RIDIVTD 9/5/75

DATS O SIEMTISSION 9/3/75

DT SUVMTSSTON RCCEPTID

TYPR pODUCT(s): I,{b,)n, ¥, N, R, & Self-sanitizing filter media

FRODICT FGR. NO. 33

PRODUICH Rk {S) Hygene Self-sanitizing Water Filter Media

CQMPANY MNAME ionics_, Inc. -
SURMISSION PURPOGE Resubmission with data

CITMICAT, & FORGILATION metallic silver 1.05%
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200.0
200.1
201.0
201.1

201.1.1

201.1.2

Introduction

Use: Self-sanitizing Water Filter Media

Data Summary

Abstract of test reports: Thirteen test columns (2" I.D. and 127
ht.}, each containing 250 cc of filter media for a bed depth of
about 5" per column, were challenged intermittently to 2000
galions of dechlorinated tap water at a flow rate of 500 ml per
minute. Ten columns were used for chemical determinations of sil-
ver release in the effluent. Bacteriological testing was conducted
with the other three test columns and three control columns,
containing 250 cc of untreated activated carbon which were tested
simultaneously with test columns. Each column was challenged with
120 m1 (approximate void bed volume) of dechlorinated tap water
seeded with Escherichia coli and allowed to remain in contact with
the filter bed for 10 hours before the columns were drained and
the effluent assayed.

Brief description of tests: The chemical determinations for silver
were done by the Atomic Absorption Method. The bacteriological
sampies were placed in an unspecified neutralizing solution and
assayed by an undisclosed bacteriological method.

Data summaries: The bacteriological data provided for a 10-hour
holding period are indicated below:

Sample Source E. coli/ml
Challenge dosage 4190
Fitter media #05125 0.02
Filter media #04075 <{,01
Fitter media #03105 <{,01
Control carbon #1 140
Control carbon #2 330
Control carbon #3 120

Note: The silver content in the effluent during the 2000-gallon
challenge of water ranged from 23 to 48 ppb; the silver content

in the effluent used for bacteriological testing was not determined.
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202.0

' 202.1

202.2.2

202.2.3

-2

The chemical data provided for the 10 units are summarized below:

Sampling Time ppb Ag
5 gal. challenge 43-52
500 gall. challenge 33-40
After 18-hr. holding

period 42-48
1200 gal. challenge 21-31
2000 gal. challenge 22-28

pH of water = 7.4-7.6; temperature = 23-24°C: flow rate; 500 ml/min.

Recommendations

Claims supported by data: The requirement to demonstrate that the
silver concentration of the effluent water does not exceed 50 ppb
after treatment is fulfilled by the chemical data provided.

Data not appropriate: The bacteriological data are inappropriate
to support a self-sanitizing claim for filter media. To support
such a claim, a study must be designed to demonstrate (1) that the
filter media does retain bacteria 1n sufficient number and (2} that
the filter media does effectively and significantly reduce the
bacterial population retained.

Lesser claim the data will support: The data provided suggest
inhibition of bacterial growth in water stagnated within the filter
media for 10 hours. However, a conclusive evaluation of thase -

..data 1s prohibited because adequate control data and bacteriological—

' 202.3

203.0

—test procedures were not provided.

Additional/dete required: To substantiate th ct y19329t121{é;
claim for the filter media, the following Fov] ded:
Assays of the bacterial challenge dosage are required both a
the beginning_of the test and a the 10-hour holding period to
ascertain the dégree.of natural "die®Rf! for the bacterial aqueous
sugpension; (2} Assays 0f-the effluent from the product media and
rbon control are required~+mmediately after the bacterial
as well as after the 10-hourhelding periad to verify

the effect the holding period; and (3} de ati of the
silver content™{n the effluent at these sampling t re required
to verify that the~bacteriostatic effectiveness of the fiTter

media is based on a § r concentration which 1s less than 50 ppb.
Include bacteriological t procedures w 1th these test 2& Js.

D Jencentre ?57 fﬂacﬂ- ﬁ% W%
i B
Labelin :)Zf;r i; 7 3y M ?{ s ws &{ 2, Mﬂgégm;g
The following labeling revis ons are required: rocedures Jor 3ect
g g 9 ﬁ*"{ gglﬂwa#wJ’&harééw

1. Change "Self-sanitizing" to read "bacteriostatic"

2. Change the claim "Prevents the growth of bacteria" to reaiggééﬁéxW“




Ed _3“

"Inhibits the growth of bacteria.”

3. Delete "as a sanitizer."

4, Provide the necessary calculations to verify that the flow rate
recommended on the Tabel is.comparable to the flow rate used
in these Taboratory experimentation studies.

Any collateral literature, such as technical bulletins or brochures,
distributed in conjunction with this product must be submitted for

review.

D e m Pedia,

Dorothy M. Portner

89/30/75

Efficacy Section

Efficacy and Ecological Effects Branch
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SELF- SANITIZING WATER FILTER MEDIA

- Prevents the growth of bacteria
- Removes objectionable taste,odor and color

CAUTION. KEEP OUT OF REACH OF CHILDREN

STORAGE OF HYGENE MATERIAL; Store in closed contoiner which excludes moisture
and chemicol fumes,

EPA Reg.No._ _ _ _ _ _ __ EPA Est. No. 35900 PA Ol
ACTIVE INGREDIENT

METALLIC SLIVER . — o — 1.05% LOT NO.
INERT INGREDIENT

ACTIVATED CARBON_ ... _98.95% NET CONTENTS u. ft.
DIRECTIONS FOR USE AS A SANITIZER: Flow rate is not to exceed |5 GPM per
cy. ft. of medic. Bed depth must be af least
twice the diameter,
DISPOSAL OF SPENT MEDIA; L Retain shipping carton and plastic liner for

disposing of exhausted filter media with trash,

Another fine praduct by the manufacturers of General lonics Water Conditioning Equipment
IONICS, INCORPORATED Routes 519 & 50, Bridgeville ,Penna.15017
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' P, Q. BOX 90, BRIDGEVIL_LE, PENNS_YLVAN!A 1807
NIcs, INWATID PHONE A.C. 412 3431040 TWX 51080732098

September 3, 1975

AIRMAIL SPECIAL DELIVERY
CERTIFIED MAIL - RETURN RECEIPT REQUESTED - ADDRESSEE ONLY

Mr. dames H. Banks ~ PM 33

United States Environmental Protection Agency
Disinfectants Branch, Room 321

Registration Division (WH-567)

0PP-EPA

401 M Street S.W.

Washington, D. C. 20640

Subject: HYGENE
' Ionics File Symbol 85900-E
. Ionics Application of February 10, 1875

Dear Mr. Banks:

Enclosed with this letter are our test results on "Evaluation of .HYGENE
Product Media for EPA Registration". This testing procadure was performed in
accordance with instructions from Mr. E. F. Brown, Chief - Disinfectants Branch,
Environmental Protection Agency.

It 1s our understanding from our conversations with Mr. Brown that 1f our
test results show that we k111 more than 90% of the coliform, our EPA rating would
be as a self sanitizer. If we were to ki1l less than this, we would recelve a
bacteriostatic rating. ~

‘ We have also enclosed a copy of the letter we recelived from you dated

i

July 25, 1975 and received in our office on July 30, 1875. This gave us the guide
1ines for our testing which was later supplemented by our instructions from Mr. Brown.,

This letter also gave us guide 1ines for our labeling and five coples of
our proposed labeling are enclosed.

We respectfully request your urgent evaluation of the enclosures along with
our previous data since we are at present under a "Stop Shipment Notice" from your
enforcement division.

If there are any questions at all concerning this data, please contact me.
Very truly yours,

IONICS, INCORPORATED
Bridgevi??e Plant

Halter J. Polens
Vice President

HdP:mle
Enclosures

ce: J. D. Collins 249




P.O. BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017
IONICS, INGORPORATEE  PHONE A.C. 412 343-1040 TWX 5108973208

September 3, 1975

ATRMAIL SPECIAL DELIVERY
CERTIFIED MAIL - RETURN RECEIPT REQUESTED - ADDRESSEE ONLY

Mr. James H. Banks -~ PM 33

United States Environmental Protection Agency
Disinfectants Branch, Room 32}

Registration Division (WH-567)

QPP-EPA

401 M Street S.H,

Washington, D. C. 2064D

. Subject: HYGENE
Tonics File Symbol 35S00-E
Ionics Application of February 10, 1975

Dear Mr. Banks:

Enclosed with this letter are our test results on “Evaluation of HYGENE
Product Media for EPA Registration”. This testing procedure was performed in
accordance with instructions from Mr. E. F. Brown, Chief - Disinfectants Branch,
Environmental Protection Agency.

It is our understanding from our conversations with Mr. Brown that if our
test results show that we kill more than 90% of the coliform, our EPA rating would
be as a self sanitizer. If we were to ki1l less than this, we would receive a

bacteriostatic rating.

We have also enclosed a copy of the letter we received from you dated

July 25, 1975 and received in our office on July 30, 1975, This gave us the guide
lines for our testing which was later supplemented by our instructions from Mr. Brown.

This letter also gave us guide Tines for our labeling and five copies of
our proposed labeling are enclosed.

We respectfully request your urgent evaluation of the enclosures along with
our previous data since we are at present under a "Stop Shipment Notice" from your
enforcement division.

If there are any questions at all concerning this data, please contact me.

Very truly yours,

2% IONICS, INCORPORATED
| REﬂHsED Bridgeville Plant

. L
.. - Py /4 T f“ i E i
SEP 5 975 ;;// BN Ve ) PE SO

lfalter J. Polens
Yice President

WdP:mle
Enclosures
cc: dJ. D. Coltlins
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
"4y prgti® WASHINGTON, D.C. 20450
REGISTRATION DIVISION

IONICS, INCORPORATED QRSN 1§~Nf‘<<,-;§;~.\
Attn: Walter J. Polens 75 fa_/f‘ié‘k“§ E¥%} o
P.0. Box 99 WL2ew '{ZZ SIRTURE R Y
Bridgeville, PA 15017 N Rt s
eZ gul T 1
Gentlenen: L B ;ﬁ;
L Y
Subject HYGENE '*»»1{9;»?;}\\ e
File Symbol 35900-I NI
Your application of February 14, 1975 i g s

The labeling referred to above, submitted in connection with registration
under the Federal Insecticlde, Fungiclide, and Rodenticide Act, as amended,
. : is not acgeptable, for the reasong given below.

l. The data submitted do not support clalms of efficacy for this product
as a water purifier, Submit chemical and bacteriological data developed
in accordance with the procedures outlined in Part VII A and B of the
document "Interim Standards for Water Purifier" enclosed herein.

2. Submit labeling amended to include only bacteriological efficacy
claims delincated in Part VI of this document,

3. The labeling submitted must be amended to include mandatory labeling
requirements as indicated below:

A, On the front panei:

1. An acceptable product name. (The present name 1s acceptable)

. 2, The ingredient statement must appear on .the front panel, or
that part of the label displayed under customary conditions
of purchase. Also, the ingredient statement must be clear
on a contrasting background, not obscured or crowded.

3. The word "CAUTION" followed by the referenced "Keep Out of
Reach -of Children” Note: These must appear in propex type
size as indicated on the "Front Panel Precautionary Labeling
Requirements' enclosure. .

‘4, A statement of net contents, as for example '"Net Contents:
1 water purifier unit."

o | 251




B. The following may appear elsewhere on the label:

1. The name and address of the registrant.
2. A container disposal statement somewhat as "Wrap spent
porifier unit in newspaper and discard with trash."
3. Directions for use or a statement setting forth where
such divections may be found such as "See enclosed
circular {or leaflet or bulletin) for directions for use,"
4. The assigned EPA Reg. HNo.
5. The EPA Est. No. é
. This product may not be lawfully distributed in interstate commerce uvntill

it is reglstered.

Sincerely,

720 Heygle

James H. Banks
Product Manager 33
Disinfectants Branch (WH~367)

Enclosure

b

¢ 252




RECISTRATION BIVISION

IONICS, INCORPORAYED
Attn: ¥Walter J. Polemn
P.0. Box 99
Bridgevillie, PA 15017

Gentlemen:

Subject BEYGFNE
File Symbol 35900-E
Your application of February 10, 1975

The labeling refarred to above, sabmitted In comection with registration
under the Federsl Insectictide, Pungicide, and Rodenticide Act, as amended,
is not acceptable, for the resasons given below.

1. The data submitted do not support clafms of efficacy for this product
as & wvater purifier. Subnit chemical and bacteriological dats developed
in accordance with the procedures outlined in Part VII A and B of the
document “"Interim Standards for Water Periféer" enclosed herein.

2. Suvbmit labeling amended to include ouly becteriologisal efficacy
claimg delineated in Part VI of this decument.

3. The labeling submitted must be smended to 1nc1udé mandatory labeling
requirements as indicated below:

A. Ou the front panel:

1. An acceptable product name. (The present pame iz acceptable)

2. The ingredient statement must appear on the front panel, or
that part of the label displayed snder customary conditions
of purchasge. Algo, the ingredient statement must be clear
on a contrasting backgrownd, not ohacured or crowded.

3. The word "CAUTION" followed by the referenced "Keep Out of
Reacheof Children" Wote: These munt appear im proper type
size as indicated on the “Pront Panel Precauticnary Labeling
Bequiresents” enclosure.

4. A statement of net coutents, as for example "Net Contents:
1 water puriffer wmit.”
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B. - The following may appear ealaevhere on the 1lsbal:
1, The nams and address of the ragiatraat.

2. A containar disposal statement somevhat as "Vrsp spent
purifisr unit in newspaper and diszcard with tresh.™

3. Directions for use or & statemsnt setting forth where
such dirsctions may be formd such as "Ses enclosed
eircular (or leaflet or bullatin) for directions for wde.”

4. The sseigned XPA Reg. Fo.

5. The EPA Est. Eo.

This product may not be lewfully distributed in interstate commerce:wntil

gincarely,

James R. Danka

froduct Hanager 33
piainfectants Branch (WB-587)

Eaclosure

WE-567:DXS :RCD:md : 7-23=-75:53040 :8n 321
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3"1
§ ol .
F5N/7 8 UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
g gt WASHINGTON, D.C. 20460

REGISTRATICH DIVISION

At 8 T,
W 439"
o
o

e gt

iRy
3y L S
Q‘Rkﬁg‘ TR
TONICS, INCORPORATED RSt IR SO
Attn: Walter J. Polens AN SR SO SRS R RO
'P.O. Box 99 L & 5975 :ff’;f WASARY Xi—;j_,
Bridgeville, PA 15017 © - o h e L7
S S A W s
Gentlemen: lzik SN -
®, "/:’S. "(:1’J
e s
Subject HYGENE e, f},
File Symbol 35%00-E \N&i«;g{'}ﬂ’;‘{ ‘%/f

Your application of ¥ebruary 10, 1975

The labeling referrved to sbove, submitted in connection with registration
under the Federal Insecticide, Fungicide, and Rodenticlde Act, as amended,
iz not acceptable, for the reasons given below.

1. The data submitted do not support claims of efficacy for this product
as a water purifier. Submit chemical and bacteriological data developed
in accordance with the procedures outlinad in Part VIT A and B of the
document "Interim Standards for Water Purifier" enclosed herein.

2. Submit labeling amended to include only bacteriological efficacy
claims delincated in Part VI of this document.

3, The labeling submitted must be amended to include mandatory labeling
requirements as indicated below:

A, On the front panel:
1. An acceptable product name. (The present name is acceptable)

2. The ingredient statement must appear on .the frout panel, or
that part of the label displayed under customary conditions
of purchase. A4lso, the ingredient statement must be clear
on a contrasting background, not obscured or crowded.

3. The word "CAUTIOR" followed by the referenced "Keep Out of
Reach.-of Children'” Note: These must'appear in proper type
gize as indicated on the "Pront Panel Precautionary Labeling
Requirements” enclosure.

‘4. A statement of net contents, as for example “Net Contents:
1 vater purlfier unit."
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B. The following may appear clsewhere on the label:
1. The name and address of the registrant.

2. A contalner disposal statement somewhat as "Wrap spent
purifier unit in newspaper and discard with trash."

3. Directions for use or a statement setting Fforth where
such directions may be found such as "See enclosed
circular (or leaflet or bulletin) for directions for use."”
4, The assigned EPA Reg. No.
5., The EFA Est. No.

. This product may not be lawfully distributed in interstate commerce until
it is registered.

Sincerely,

7
m /gr"»j/&é-
/ff“f.

James H. Banks

Product Manager 33
Pisinfectants Branch (WiI-567)

Enclosure




b ﬁw Labeling
i e™er

A

pate of Submissi n‘g ifé

2-8

2-C_ b

Product Name FE AL
Comnany
Type of Product: T RHFD

Product Manager (name):

Reviews Needed

Re#

Reg/EXP F&2 0 -

Review under revised Sec. 3 Reg._Yes = No

Petition No.

Rec'd by E. Gross

Petition

) New Product -~New Chem.
Type Submission-New Product 01d Chem
Amended Reg. Substantive

]

Amended Reg. Nonsubstantantive

Sent 1o Reviewer Date Completed

Returned to PM

RET

Completeness Review

Review LabeTing

Data Review L”“wwﬂ;aiver Reg.

P

er zfif_dtigff/4’7caz

———

s 7746

{éﬁf R ,4/0_6' ca’ /fgé/@/z/c:za o

EFFICACY i

|

Completeness Review

Review Labeling

o

Data Review

Waiver Req,

Letter

i l

Comnleteness Review

Data Review

Waiver Reg.

ERY, CHEM,

renaamcr. .

Completeness Review

Review Labeling

Data Review

Waiver Reg.

Letter

T0X BR.

|1

Completeness Review

Review Labeling

Data Review

Waiver Reg

Letter

CHEM BR.

||

Completeness Review
Review Labeling

‘Data Review

Waiver Reg.

Lletter
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228 -8 < Review under reviszed $=c. 3 Rey._Yes

Dac;‘o; Submission: /QQ 235 :Z:f eg/EiP /4{/{}42 | Petition io.
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Comnany Ly y 4 e

‘ Petition
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e —
—_——

Amended Reg. Nonsubstantantive

Reviews Meeded Rec'd by E. Gross  Sent to Reviewer Dete Completed Returned to PM

RET ’ ' |

Completenzsss Review Data Review Haiver Req.

Review Lateling

Lector

EEER

e wy } i

Co.  :teness Peview A Data Revieuw Haiver Regq.

Review Lube11ng

Letter ﬂé’mme«\’f dre 70 df /ﬁm 27

pe | 1 _"

Compieteness Review Data Review taiver Reg.

|
Review Labeling

Letter
& CHEM, | |
oy “eteness Review Data Review __ Majver Reg.

Letter . ‘
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Completenass Review Data Review } Haiver Reg

Review Labuiing

Letter
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200.0
200.1
200.1.1

201.0
201.1

202.0
202.1

203.0

R

Dorothy

Intreduction
Use: Bacteriostatic Water Filter Media

Background information: This submission includes
%g;grmatfon requested in our letter of October 9,

Data Summary

Abstract of test report: The concentration of the
artificially contaminated water used to challenge the
units averaged 410 E. coli per ml; after sitting 24
hours, the concentration of this artificially con-
taminated water also averaged 410 E. coli per ml
according to Linda Deans, who was responsible for the
testing. No determination was made for the silver
content in the effluent which was assayed for bacterjo-
logical efficacy. However, since the chemical data
rovided to demonstrate silver release did not exceed

0 ppb, 1t will be assumed that the silver concentration
in the effluent used in the bacteriological assays also
did not exceed 50 ppb.

Recommendations

Claims supported by data: The tnformation provided ful-
fi11 the request indicated in our letter of October 9, 1975.

Labeling

Revise the first two paragraphs of the letter to he sent to
your customers to read: "This letter is to inform you that
Ionics, Incorporated has a bacteriostatic water f{lter media
product, Hygene, EPA Reg. No. 35900-2."

"Hygene has been laboratory tested to demonstrate bacterio-

static activity. The f1lter media will inhibit the growth of
bacteria which s entrapped during the treatment of water."

Y Povbias

. Portner 10/23/75

Efficacy Section
Efficacy and Ecological Effects Branch
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*Product ingredient source information may be entitled to confidential treatment*

ik LBEFOEAYT D

P O BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 PHONE A, C. 412 343-1040 TWX 5106273299

1.5 Casdivoning Egquiswent o Quslom Fabreication for the Kuclesr. Chemicel & Food Industries Heot Trensfer Fapuiprznt

e

July 21, 1975 -

Hr. James H. Banks, Products Manager 33
Disinfectants Branch {WH-567)

United States Environmental Protection Agency
Registration Division

i M Street S.W.

shington, D. C. 20460

ar Mr, Banks:

This morning I received a hone call from

W informed me that he had a meeting with EPA in Washington
on Friday, July 18, 1975, They informed him that he must list the active and
inactive ingredients in his product along with the formulation.

This letter is to inform you that _USes our HYgene in his
product and we would allow you to refer to our File No, 35900-E for HYgene for this

information. It is my understanding that this information, however, w?]] be kept

‘nfi dential,

Q‘ 1 hope this gives you the information you need to allow -'to
nplete the registration.

If you have any questions on any of this, please feel free to contact

Very truly yours,

. . IONICS, INCORPORATED
Bridgeville Plant
!} - -
Walter J. Polens -~ .
Yice President

HIP:mle
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FORM APPROVED: OMB MO. 184-Rotgs

1.8, ENVIRONMENTAL PROTECTION AGENC Y 1. DATE OF APPLICATION
OFFIGE OF PESTICIOES PROGRAMNS
REGISTRATION DIYISION February 10 3 1975
WAMINGTON, 0.C, 20480 fNAh\fE OF PE?{T!{CIO{E{ (Mfusr b: sam}o product name ag on
label-da not ligt active iBrte
APPLICATION FOR REGISTRATION OF A PESTICIDE abel-da no rgrodite
{Under the Federal Insccticide, Fungivide, and Rodenticide Act) HYgenetm
IMPORTANY: RzaD INETRUCTIONS ON REVERBE
3. TYPE OF PESTICIDE [Check each applicable item for combination products) OTHER [ Specify)
insxcTicibE[ ] FuNnaIcIDE[ ] HEABICIDE] ]
_ HODENTICIDE[ ] GERMICIDE-DISINFECTANT E 3
d.lnaul & MAILING ADDRESS OF FIRM TO WHOM REGIRTRATION I$ YO BE |SSUED 5. I8 THE REGISTRANT SHOWN IN
{Include Zip Code) ITEM 4 THT MAHUFACTURER?
ionics, Incorporated ves(X  no[T]
P.0. Box 99
I “No", see inrtruction 3 on
Bridgeville, Penna. 15017 0 e
6. TYPE OF FORMULAT ION CTHER {Specify)
puet{ ] WETTABLE POWDER] ] PRAESBURIZED PRDDUCT [ ]
GRANULARITH EMULBIFIABLE tiauiD |} sAIT{ ]
F OF CONTAINER oTHEn {Specify/ 2. NET CONTRNTE OR CONTAINER SIZES
ETAL[X]} GLARS ]
rLASTICH] pp—— From 1 - 150 1bs.
9. MANNER IN WHIGCH LABEL 13 AFFIXED TO PRODUGT OTMER {Specify) M
LITHOGRAFPHRD ] PAPER, GLURDTY STENCILED[
10, PLACE WHERE DIRECTIONG FOH UBE APPEAR
ON LAREL [T IN FRINTED MAYTEN ACCOMPANYING PRODUCT [
. DATA SUBMITTRD WITH THIS APBLICATION [ldentify and wbmit In ntpfﬁma)
EFFICACY DATARD TOXICOLOGY DATALY] RESIDUE DATA ] PETITION FOR TOLERANCE [}
oTHER {Specify):

12, ANY ADDITIONAL PERTINENT INFORMATYION (Do rot emter confidentis] formula here-tee Iem 13, below)

Hyla 603-KM and HYgeneM referénce trade names for the same product

R 023

5. THE FOLLOWING MUIST SE sURMITTED WITH ABBLICATION 12, RECEIVED BY EPA-ABP/HEGISTRATION
OIVISION, WASHINGTON, 0.C. 20250

IN ANY CORRECPDNDENCGE ON THIE PRODUCT.
REFER TD THIS FILE 8 YMBOL NO.: 35?”6’-— E

@ Fiva {5} coples of propessd labsling, Including ail printed ar grophic manler which
may occompony Ihe role of This product. Coples must be decrly legibls ond aniical,

®  Five {5) coples of the complere formulo, shawing the preciss name and percenioge
of sach aciive ond euch inent ingredient. (This information is treated confidentisliy. 7

4. ZIGNATURE OF AUTHORIZIED FIRM REPRESENTATIVE

Ny,
- . Fo 4 . _Walter J, Polens

16. DATE SIGNED

2/10/75

EPA Form B570-1 {6.73) REPLACES PR FORM 5-19% WHICH IS OBSOLETE.
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B0, BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017 PHONE A.C. 412 3431040 TWX 5106973200

Water Conditipnipg Egeipment « Custgm Fabrication for the Nuclpar, Dhemical & Food Indasteies « Heat Trensfer Eguipment

Date: February 12,1875
Name of Petitioner: Ionics, Incorporated
Post Office Address: P, O, Box 99; Bridgeville, Penna. 15017 °

Date: February 12,1875

Environmental Protection Agency
Registration Division

WHS67

401 M Street, S.W.,
Washington, TC 20460

Gentlemen:
S

The undersigned, Ionics, Incorporated, s;ﬁamits this petitionw};urguant to Section =
408 (b) (1) of the Federal Food, I'rug, and Cosmetic Act with respect to HYgene
Purification Media and Systems for Drinking Water Purifiers.

Attached hereto in triplicate, and constituting a part of this petition, are the
following:

1. Technical Bulletin - Hygene Water Purification Process -
Description of Material and Design Practice 5/15/73

2. HYgene Manufacturing.and Quality Control {Manufacturing
Procedure andfgrmﬂpla;jgx&)siulgéte: This is proprietary information.

3. HYgene Quallty Contro! fdsting Procedure
L ies o8 htwins ol naade -

4. Low Range Silver Test Procedure

5. SABRO Laboratory for Bacteriological Analysis of Water -
Specification Sheet L 831 R
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Page 2

6. Questions & Answers about HYgene Water Purification Process -
Brochure H-174°

7. General Ionics HYgene Water Purifier -~ Specification Sheet HYG-10-70

8. HYgene Water Purifiers ~ Industrial/Municipal Specification Sheet
HYI-672

8. (a) HYgene shipping carton label - HYgene Water Purification Media
(b} HYgene Water Purifier label

NERR ”Wfrmmﬁ*vi-w o

b o] 3
10. Method for Determirg{ng Total Silver Content of HYgene

G e b ol Upr ndid @ OB e L

11. Public Health Service Drinking Water Standards Revised 1862

Pages 8, 52, 53 and 54
' (; 12, Standard Methods for the Examination of Water and Waste Water

e

by APHA, AWWA, WPCF - Pages 308 thru 316, 678 thru 683

13, "Basis for Choice of Hyla Silver Disinfecting System for Drinking
Fountain, Home, ,alnd Small Institutional Supplies, and for Swimming
Pool Waters" by ‘Ijr Charles E. Renn of The Johns Hopkins
University Note? “The naine®éfthé product was changed from Hyla
to HYgene in 1969, .

14, "Results of Study to Cetermine the Comparative Bactericidal
Efficliencies of Silverras Silver Nitrate and Silver Activated by
the Hyla Process"‘ahy“Dr‘.“M_lgija:m;‘g. Chesney of The Jjohns Hopkins
University.

15. "Report on Bacterigidal Effect of Hyla 603-KM at Varying
- Temperature Levels" byMDr. ':V.illiam E. Chesney of The Johns
IR weid = 4 Ba ded

Hopkins U_niveréity

16. "Performance Record of Experimental Hyla Treatment of Well Water
Supply of G. Ward Barstow Residence, Bradshaw, Maryland" by
Dr. William E, Chesney of The-Johns Hopkins University

17, "Effects of Surface Blocking uppn Activity of Hyla 603-KM:
Methods of Study"” by Dr. William E. Chesney of The Johns
Hopkins University~ =~ ** -

18. NASA Tech Briefs No. B68-10555 and TSP71-10278

19. “Notes on Tolerance of-Humans, fo Ingested Silver” by Dr. Charles
E. Renn, The }olﬁgq‘s‘_ g—gop};_{ﬂ% gl{nigersity

20, Addendum to A. Description of the Hyla Process -
Question: Has Silver-a toxig effect on the human organism?
by Dr. E. Hofer,.ﬁenev_a,gffmgéry 18/54 266
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2] . "Preliminary Report on the Installation of a Hyla Water Purification
System -~ U.S, Navy Preventive Medicine Unit No. Two"

22. Four Years Bacteriological Ship's Report 1856-1860

23. "Silver Cleans up Polluted Water"” ~ The Silver Institute lLetter,
Volume III, Number 7 July-August 1973

24. "The Story of Silver in Medicine" by Dr. Harry Margraf Gold &
Silver Newsletter, September 1974

25. DODUCO letter,ﬁpf,lqo\zemh
with a HYgen& Water Puriﬁexﬁ

Kt e o B Lora u b SR uBg

%{Y 1873 with report on experiences

26. Stage Coach Motel letter of August 8, 1971 with Bacteriological
Reports from The Commonwealth of Pennsylvania, Iepartment of
3 Health on HYgene Water Purifier
s

27. United Engineers and Construction information on HYgene Water
Purification System.

28. Fonderlac Country Club letter concerning HYgene system with
Bacteriological Reports from County Health Department

. 23, NUS Corp., C. W, Rice.Division,Laboratory Report 5/28/74 on
the Arnoid Industr%f/zs I;IYggne& }Vater Purifier
30, NUS Corp., C. W. Rice Divisian, Laboratory Report 6/6/74 on
the Pure Water Maker Water Euﬁﬁ&r manufactured by Water
Purification Technology *~**

31. NUS Corp., C. W, Rice. Divisian, Laboratory Report 6/19/74 on
the Pure Water Maker Wa teruiiurifigg manufactured by Water
Purification Technology *~




page 4 S,

In addition to the above enclosures, we would like to offer these comments
with respect to requested information in the order asked in Chapter 1 - Food
and Drug Administration, & 121.51 Petitions proposing regulations for food

additives.

Al

. QOur Enclosure No. l describes the physical properties of

HYgene including the chemical identity and composition as
well as {ts biological properties and intended use which is
for the purification of bacterioclogically contaminated water.

The step by step method of manufacture of HYgene is in our
Enclosure No. 2, (This is proprietary information of Ionics, -
Incorporated). Our quality control of the finished product

is Enclosure No. 3 and also Enclosure No. 10. Enclosure
No. 3 method {s used on every HYgene lot manufactured.
Enclosure No. 10 is a procedure periodically used by an
outside laboratory.

Bacteriological analyses used in our quality control are
performed by the SABRO Laboratory {(Enclosure No. 5} which
uses the membrance filter technique. This procedure {s in
accordance with Standard Methods for the Examination of
Water and Wastewater published jointly by the APHA, AWWA,

and WPCF. See Enclosure No. 12, Pages 678 thru 683.
Silver is determinedin our laboratory by procedure found in
Enclosure No. 4. In addition to this colormetric procedure,
we also periodically send samples to an outside laboratory
for silver analysis by the Atomic Absorption (AA)} method.

The AA method {s very accurate in the range of 10 to 50 ppb
and can be run by any reasonably well equipped lab. We
have this AA equipment at our Watertown, Massachusetts lab.
See Enclosure No. 12, Pages 309 thru 316.

The list of chemicals and quantities used {n the manufacture
of our HYgene product can be found on Page 5 of Enclosure
No. 2, After undergoing chemical changes throughout the
manufacturing procedure, the finished product contains:

Active Ingredient -~ Metallic Silver 1.05%
Inert Ingredient - Activated Carbon 98.95%

Total Ingredients | 100.00%
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A. continued

6.

B.
I.
@
2.
o
C.
1.

HYgene has an indefinite shelf life when stored in our
shipping containers and in accordance with our labeling
instructions {Enclosure No. 9) which states that ts should
be stored in closed container which excludes moisture
and chemical fumes. Our shipping container is of heavy
cardboard carton construction, lined with sealed, sanitary
polyethylene bag.

The HYgene media shipping carton label is Enclosure No. 9 (a)
and the HYgene unit label is 9 {b). We are adding to these
labels the active and inert ingredients with percentages as
stated above under A-5.

The human tolerance limitation for silver in drinking water

is 50 parts per billion {ppb) as indicated in Enclosure No. 1i,
Page 8 of the Public Health Service Drinking Water Standards.
Also, in this same book, Pages 52, 53 and 54 discuss,

a} studies of the metabolism of silver from intragastric

intake in rats, b) a study of the toxicologic effects of silver
added to drinking water of rats, and c¢) a study of the resorption
of stlver through human skin.

r
NASA Tech Brief 68-10555, Enclosure No. 18 states "Silver
Ions in concentrations of 50 to 100 ppb which are nontoxic

when ingested, have been recognized for many years as an
effective bactericide.

As water passes through a layer or bed of our HYgene product,
silver is released into the effluent water under the standard
limitations of 50 ppb. In addition to the silver being under
these limitations, {t is also in sufficient quantity to have

the intended bacteriological effect on pathogenic baterta.
Laboratory testing in regard to this can be found in

Enclosure Nos. 14, 15, 17, 29, 30 and 31. Actual fleld test
data can be found in Enclosure Nos, 16, 21, 22, 25, 26 and 28.
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Standards. Enclosure No, 1I,

Additionally, Ionics installed a 100,000 GPD HYgene potable
water system (Enclosure No. 27} at The United Engineers and
Constructors Jobsite of the Pennsylvania Power and Light
Company, Martins Creek Steam Electric Station, Martins
Creek, Pennsylvanla, in September, 1971. This system is
designed to produce potable water from Delaware River water
for the approximately 1200 construction workers on site and
has been in continuous operation since 1871, producing in
excess of 32,000,000 gallons of potable water since startup.
This installation was made and continues to operate under
authority of the Pennsylvania Department of Health and
Environmental Engineering.

Methods used to determine the amount of silver in HYgene
systems effluent are as discussed under A-4 of this letter.
Consistent accurate results can be achieved by any properly
equipped testing laboratory.

Investigations with respect to the safety of the use of HYgene
were conducted under the direction of I'r. Charles E. Renn of
The Johns Hopkins University, Tepartment of S8anitary
Engineering and Water Resources. See Enclosure No. 18
regarding tolerance of humans to ingested silver in the range
effected by the HYgene process. In this regard, also see
comments from Dr. E- Hofer in Enclosure No, 20,

This {5 also answered by Enclosure No. lI.

Tolerances and limitations of silver in drinking water are
covered by Public Health Service Standard Drinking Water

Not applicable

Effluent from manufacturing process disposed to drain
contains common chemicals as listed in Enclosure No. 2
in a dilute form.

i




Page 7

- H. continued

2. In the ultimate use as drinking water, there are no iil
effects as indicated in Part B-2 of this letter concerning
toxicity of silver. Water from the HYgene system effluent
going to drain or waste is also harmless since it contains
no more than 50 ppb silver.

Please also note Dr. Harry Margraf's article (Enclosure No. 24) in the Gold &

Stilver Newsletter, "The Story of Stlver in Medicine". On Page 4, Dr. Margraf

states, "Silver filters are used to transform polluted waste into drinking water.

It's more effective and safer than chlorine, ozone or ultraviolet radiation."

Also, he says, "I believe that in the not-to-distant future ..... silver compounds

will become the standard method for purifying the public water supply. Silver
‘ compounds will play an important role in pollutd on control."

Very truly yours,

IONICS, INCORPORATED
Bridgeville Plant

W. J. Polens b
Vice President

#

WJIP/no .

¥
Enclosure

271




SUBJECT:  (Name of Pesticide Product) HYgenelM

STATEMENT OF OFFER TO PAY AND METHOD OF SUPPORY

{EPA Registration Number or File Symbol)
(Date of Application) 2/10/75

I hereby offer to pay reasonable cowmpensation to the extent provided under
Section 3(ey(1Y(D) of the Fedsral Insectlelde, Fungicide, and Rodenticide
Act, as amended, and in scceovdance with the interim policy statement
pubilshed 4n the Federsl Reglster on November 19, 1973, for use of any
test data, which had been submitted te the Environmental Protection Agency
in connection with an application for the registration of 2 pesticide for
the first time on or after Octobey 21, 1972, snd which may be used in
support of the registration application for the subject pesticide, .

The method of support to be used in the review of this spplication is as
follows: {list or check one only)

a. ALL OF THE REQUIRED SUPPORTING DATA IS ATTACHED.
{Only the sctual data subnltted 1s to be used in the
avaluation of this application.)

b. ALL OF THE HEEQUIRED SUPPORTIHG DATA IS BEING SUBMITTED BY REFEIENCE.
{(Only the specific references gubmitted are to be used In the
avaluation of this spplication. Any cowbinarion of data and
veferences should be submitted 2g 2.b. wirth the data listed with
the reference.}

X e, PROCEED ON THE BASIS OF ESTABLISHED USE PATTERNS,

(Any applicstion for which the applicant desires the Agency

to use any or &ll avallable information in additiom to what

ig provided by the applicant must proceed under 2.c. Applications
contaiuning data for specific uses or references for part of the
required information, but requiring additional information
alrzady on file with the Agency to be complete, must proceed
undey 2.¢.

(FoRan s

, s P.0. Box 99; Bridgeville, Pa.
15017

{Signature of &pplicant)
{Name of Applicant}) N, J. Polens
(Title of Applicant) Vice President, Ionics, I

(This statement must be signed by an authorized reprcsentative of the
applicant.) -
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BACTERIOSTATIC WATE—R FILTER MEDIA

Inhibits the “growth of bacteria °

CAUTION. KEEP OUT OF REACH OF CHILDREN

STORAGE. OF HYGENE MATERIAL Store in closed cantainer which excludes moisture
and chemical fumes.

EPA Reg. No. 35900-2 EPA Est. No. 35900 PA 01

ACTIVE INGREDIENT
METALLIC SLIVER _ .. —_.l. 05% £OT NO.
INERT INGREDIENT
ACTIVATED CARBON_ ___98.95% NET CONTENTS u. ft
DIRECTIONS FOR USE: Flow rate is not to exceed 15 GPM per
_ cu. ft. of media. Bed depth must be at least
twice the diomater.
DISPOSAL OF SPENT MEDIA: | _ _ . _ Retain shipping carton and plastic liner for
disposing of exhausted filter media with trash,

Another fine product by the monufacturers of General lonics Water Conditioning Equipment
IONICS, INCORPORATED Routes 519 & 50, Bridgeville ,Penna. 15017




| TECHNICAL BULLETIN
IONICS, INCORPORATED - BRIDGEVILLE, PENNSYLVANIA

HYGENETM WATER PURIFICATION PROCESS
DESCRIPTION OF MATERIAL ARD DESIGN PRACTICE

I. DISINFECTION WITH SILVER

The use of silver in the disinfection of water supplies has long been

recognized as an established technique. The principle of thé HYgene TM
i{j_ process is as follows, Silver ions absorbed on sponge silver metal is

;‘ deposited on an inert car‘r"ler. Activated carbon of high surface area

has been found to be an excellent carrier and it is the base of HYgeneT¥,
The silver is deposited in an oligodynamic or finely divided form in
such a way that the solubility is limited to mete} trace quantities.
Therefore, contaminated water, contacting the s{iver impregnated carbon,
will dissolve or release very minute quantities of silver in the range
of 25 to 40 parts per billion. HYgéﬁeIH is an effective disinfecting

material against pathogenic intestinal organisms found in water. These

include the germs that cause typhoid fever, dysentery, cholera, diarrhea
and other such diseases. HYgene™ will purify any water which is
fhacterio1ogica]1y acceptable for treatment" as defined in the United

" States Public Health Service Manual, RECOMMENDED WATER - SANITATION

PRACTICE. In addition to its purifying qualities, HYgeneT™ also filters

the water and removes taste, odor and color from it.
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IIX.

v.

HYGENETH RESEARCH

_ A major part of research and development investigation on the behavior of

this media was carried out at The Johns Hopkins University Department of
Sanitary Engineering under the direction of Dr. Charles E. Renn, All data

fncluded herein can be verified by accomplishments of this research program.

PHYSICAL PROPERTIES

The physical characteristics of HYgeneT™ are comparable to those of acti-
vated carbon substrate upon which a silver salt of complex chemical structure
coating is deposited. Addition of silver to the mass does not measurably
alter the density of the parent carbon. The physical absorption capacity

of the carbon is decreased not more than 2% by the presence of silver.

DESIGN PRACTICE

A1l HYgene™ {fnstallations made under the supeévision of Ionics, Inc. have.
had a minimum bed contact time of one minute, Perférmance data has shown
this to be adequate. The void spaéé of the bed has been determined to be
40% and is used in all calculations. Under normal or average operating

conditions, HYgeneT™ material can be expected to treat 750,000 gallons of

" raw water per cubic foot. Equipment design is predicted on flow rate of

3 gallons per minute per cubic foot of material with the height of the filter
bed at least twice the diameter of the fiTter. Installations are usually
rated to give a minimg@ bed Tife of two years. To provide maximum residual
ki1l, a storage reservoir following the HYgene™ contact bed is recommended
where bécteria count of water is excessively high or where demamd flow rates

are beyond 1imits. Removal of protective suspended solids is necessary for
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% M 1v. DESIGN PRACTICE (cont'd)

reliable chemical disinfection by any known agent. For optimum per-
formance and long l{fe of HYgene™ material, the removal of all possible
solids prior to the contact bed is therefore desirable., Turbid waters
may be clarified by settling, coagulation and settling or by fine
filtration. Naturally clarified sources may require no pretreatment,
though their inclusion is recommended to insure removal of cysts and

larger waterborne intestinal parasites.

V. FIELD CONTROL

A. Bacteriological Test Kit
For an expedientlmethod of measuring the bacteria content of the
effluent supply, lonics manufactures and markets the SABRO Portable -
Laboratory for bacteriological analysis of water. This unit was
developed at The Johns Hopkins University by Dr. Charles E. Renn
under a SABRO Fellowship Program. For further information on

SABRD, contact Ionics, Incorporﬁteﬁ at Bridgeville, Pennsylvania.

B, Silver Test Kit

To determine the silver concentration of treated water, lonics
recommends the use of LaMotte Chemical Company's Low Range Silver
© Test Kit. This unit is available from Ionics or LaMotte Chemical

Company in Chestertown, Maryland.

VI. LABORATORY FACILITIES |

-

Ionics laboratory equipment and technicians are available for bomp]ete'

chemical and bacteriological analysis. Samples of suspicious or problem
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~ = " VI. LABORATORY FACILITIES (cont'd)

waters as well as treated water samples for quality control check may be
sent to our laboratory for a complete analysis. Sampling bottles and
recommended technique for collection of water samples are available at

Ionics.

VII. RAW WATER CONDITIONS

For reliable operation of the HYgeneTM system, the following conditions

are necessary:

’3 A. Chlorides: 500 ppm maximum
B. Sulfates: 2,000 ppm maximum

€. Iron: 0.2 ppm maximum. Most raw waters high in iron content
can be pretreated for its removal before HYgene ™,

D. Hydrogen Sulfide: Sulfide may limit the 1ife of HYaeneTM and
its removal is therefore recommended before HYgeneTM treatment.

E. Color: 20 maximum. Color is used here to indicate high
concentrations of extracted organic matter in water. If color
exceeds this value, samples should be performance tested to
determine the necessary eguipmeht design required.

F. pH: 5.0 to 8.5

G. Temperature: 400 F to 85C F

VIII. COMMERCIAL INFORMATION

Mesh Size: 12 x 30 U.S. Sieve Series
Weight: 30 1bs. net per cubic foot
Packaging: 1 cu.ft. Fiber Drum or 200 1bs. (6.67 cu.ft,) Fiber Drum

Shipping Point: Bridgeville, Pennsylvania

5/15/73 277
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DRINEKING WATER BSTANDALDS, 1962

522 The presence of the following substances in excess of the
concentrations listed shall constituto grounds for rejection of the

supply:

Cfoncendratlon

Hubstenice innip/si

Argpnle (AB) oo crrr e re e m 0.03

Barjum {Ba} .eceemecmecmmmnm—manan B —— 1.0

Cadmium O3 oo . 0ot

Chromium {Hexavaleat) (Cr**)ocaennmaccnnne- i m . 0. 05

Cyanide (ON) —nomomnnimrannnmencrcrrcmnrrcncmamnenee ~ 0.2
Pluoride (I} . ~ o o e i e o (See 5.23)

) FT, S D ) S -~ 0.05

Betenlum (Se} - e ——————— oo 0.01

Vv Bliver {A2)errnnnn —— 0,04

5.23 Fluoride—\Vhen fluoride is naturally present in drink-
ing water, the concentration should not average more than the ap-
propriate upper limit in Table I. Presence of fluoride in average
concentrations greater than two times the optimum values in Table
I shall constitute grounds for rejection of the supply.

Where fluoridation {supplementation of fluoride in drinking
water) is practiced, the average fluoride concentration shall ba
kept within the upper and lower control limits in Table I,

Tamz 1,

Tecommended conirel mlis—
Fluoflda concenirations iy g/l
Annps] sversge ol mazimum ey sir lemperatures K

Lower | Optlmum § Upper

' b8 1.2 L7

s 0.8 1.1 1.4
88.4-63% ... T 0.8 1.0 1z
8308 oo 0y a0 1.2
A9 033 0.8 10
; 0.8 o 0.8

ot Yl a1 e e e st e,

1 Bawd on temparsteie deta obialoed lor s minineam of five years.

In addition to the sampling required by paragrapls 5.1 above,
fluoridated and defluoridated supplics shall be sainpled with suffi-
ciont frequency to determine that the desired fluoride concentra-
tion is maintained.

8. RADIOACTIVIEY

61 Sampling.

8.11 The frequency of sampling and analysis for radiouaetivity
shall bo detcrmined by the Reporting Agency and the Certify-
ing Authority after consideration of the likeliliood of significant
amounts being present.  Where concentrations of Ra®* or Sr®
may vary considerably, quarterly samples composited over a pe-
riod of three inonths are recommended, Samples for determina-

P
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52 DRINKING WATER STANDARDS, 1962

BELENIUM

The presenes of gelenium in water has heretofore been = matter of
regionnl importance {7). The fact that it s now recognized as being
toxic to both nan and animals makes it essential that limits be set
forall water intended for human consumption.

Selenium is known to produee *alkali discase™ in cattle, and its ef-
fects, Tike those of arsenie, may be permanent {7,£). Tecent reports
indicnte also that seleniwm may inerease’the incidence of dental caries
in man (§). Of greater importance in limiting the concentration of
selonium 38 its potential caxpinogenicity (4). Rats fod o diet contain-

{ , Jng varying concentrations of selenium (3 to 40 mg/1} showed tosic
. effects at nll levels, thoe outstanding pathologic lesion being hepatie
call tunors.
From very limited information (5) concentrations ¢f selenium in
waterconsidered safe for man have been found toxic for fish.
" In view of the potential seriousncss of above reported effects, it is
. recommended that the limits for selenium bo lowercd from its present
value of 005 mg/L to 0.01 mg/1 and concentrations in excess of this
lower value be used as greunds for vejection of the supply.

i LITERATURE CITATIONS

1. Dudley, H. C. Toxleology of seleniuvmi: I, A study of the distribullon of
pelenluin In acute sod chronlc coses of peledlum polsonlng. Am. J. Hyg 231

P 100188 (3938).
2. Drlli, V. A. Pharmacology In Medlelne, Ed, 2, New York, N.Y,, McGraw-
HIl, 1658, pp. TH4-T05. i
8 Hadilmarkos, D, AL, a0d Bonborst, C. W. The trace element selealuns angd 1ts
Influencs on deotal carfes suscepllbllily, J. Padlat. 62: pp. 274-278 {1038).
4. Pizhugh, 0. Q. Nelson, A. A, nnd Bllss, E. I. The chroole oral tozlelty of
peleslum, J, Pharm. Esp, Theo 50: pp. 250-200 11844),
&, BEllls, M. 3., DPollatlon and asgualic llfe. Am, Wlldlife 26: pp 38, 45-46

{1031},

: : BILVER

\,/ The need to set a water standard for silver {Ag) arises from its
intentional addition to waters for disinfection. The chief effcet of
silver in the body is cosmetie, whicl consists of a permanent blue-
grey discoloration of the skir, eyes, and mucous membiunes which is
a8 unsightly and disturbing to the observer s to the vietim, The
amount of colloidal silver required to produce this condition {argyris,
argyrosis), and which would serve as & basis of determining the
water standard, is not known, but the mnount of silver from injected
Ag-arsphenamine, which produces nrgyviv is precizely known, This
value is any amount greater than 1 gram of silver, 8g Ag-nrsphena-
mino in an adult (1, 2).
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From & review {2) of more than 200 cases of argyris, the following
ndditional facts were derived. Most eoinmon salis of silver produce
argyria when taken by mouth or by injection, Tlicre is a long-delayed
sppearanco of discoloration. No cass has been uncovered that has
resulted from an idiesyncrasy to silver. There was, however, con-
siderable veriahility in predisposition to argyriz; the cause of this is
unknown but individusls concurrently recciving bisinnth medication
developed argyriaz more readily. Although there is no evidence that

" gradual depositipn of silver in tho body preduces any gignifieant altera-

tion in physiologic fanction, authorities are of the opinion that occa~
sional mild systemic effects from silver inay have been overshadowed

by the striking external changes, In this conueetion, there is a report
(8) of implanted silver amalgams resulting in localized axgyrin re-
gtrieted to the elastic fibers and capijlaries. The histopathologic re-
action resembled a blue nevus simulating a ncoplasin with filmnentous
structurcs and globular masses. Silver afinity for elastic fibers had
been noted a half-century caviier (5).

A study (5) of the metabolism of silver from intragastric intake in
the rat using radio-silver in cnrrier-frec tracer amounts showed ab-
gorption to be less than 0.1-0.2 percent of the silver administered; but
this evidencs is incenelusive because of the repid eliinination of silver
when given in carrior-fres amounts, Turther study indicated, how-
ever, that silver is primarily excreted by the liver. This would be
particularly true if the silver is in colloidal form. Silver in the body
is transported chiefly by the bleod stream in which the plusma proteins
#nd thered cells carry practically all of it in extrentely. labile combina-
tions. The half-tima of small amounts of silver in the blood stream
of the rat wus about 1 hour. A later report (£), using the speetro-
graphic method on normnl human blood, showed silver unmistakably
in the red blood cell and questionably in the red cell ghosts and in the
plasma. Onco silver Is fixed in the tissues, however, negligible excre-
tion eceurs in the urine (7).

A study (8) of the toxicologic effects of silver added to drinking
water of rafs at concentrations up to 1,000 ug/1 {nature of the silver
ealt unstated) showed pathiologic changes in kidneys, liver, and spleen
at 400, 700, and 1,000 ug/1.

A study (9) of the reserption of silver through human skin using
radio-silver Ag** has shown none passing the dermal barrier from
either solution (2 percent AgNQ,) or ointinent, within limits of ex-
perimental error (2 pereent). This would indicats no significant
addition of silver to the body from bathing waters treated with silver.

Great uncertainty, however, currently surrounds any evaluation of
the amount of silver introduced into the body when silver-treated
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water s used for culinary purposes. It is reasonablo to assumo that
vegetables belonging to the family Brassicaccas, such as cabbage,
tarnip, eauliflower, and onion, would combine with residnal silver in
the cooking woter. The silver content of several liters of wrter could
thus be ingested.

Despite these uncertninties and the present lack of sppropriate
drinking water studies, it is possiblo to derive a tealative drinking:
water standard for silver by using silver deposited in excess of 1gin the
integument of the body as an eng point that must not be exceeded. As-
suming that all gilver ingested is deposited in the integument, it is
rverdily calculated that 10 ug/1 could be ingested for s lifetime befora
Ig silver it nttained from 2 liters water intnke per day; 50 ug/1 silver
could be ingested approximately 27 years without excecding silver
deposition of 1g.

Becauss of tho evidence (7) that silver, once sbsorbed, is held
indefinitely In tissues, particularly the skim, without cvident loss
through usual cliannels of climination or reductien by transmigration
to other body sites; and because of the probable increased absorb-
ability of silver as silver-bound sulfur components of food cooled in
silver-treated waters, the intake for which absorption was reperted
in 1940 to amount to 80~80 ug per day {70) ; and because of the above
caleuletion, a concentration in excess of 50 ug/1 is grounds for rejec-

tion of tha supply. .
LITERATURE CITATIONS *

1. Hiii, W. B, and Pillsbury, D. M. Argyrin. The pharmacology of sllver.
Baltimore, Md,, Willizms & Wilkins, 1539, 172 pp.

2, Ibid,, Argyria Investigollon—~Toxlcologic Properlien of Sllver, Am. Sliver
FProducers Res, Pro). Report. Appendix I £1057).

8. Bell, C. D., Cookey, D. B., and Nickel, Y. R. Anmlgan fatoe-localized
rreyrin.  AMLA. Arch. Derm. 8yph. 6 pp. 523-823 {1052).

4. Joseph, M., and Van Deventer, J. B., Allas of Cutnncous Merbld Hislology.
W. T, Kliner & Co., Clieago, 1808,
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Waler Worlis A, 231 pp. 492-506, April 1938,
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through buman skis. Acle Derunlovener 34: pp. 415419 (19515,

10, Eehoe, R. A, Cholak, I, and Story, R. V. 3angoness, lend, tin, copper nnd
ativer In normnl blological material. J. Nutr. 20: pp. 85-08 {10403,
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Tune 25, 1971

United Engineers and Constructors
P. O. Box 231R |
Martins Creek, Pennsylvania 18063

Attention: Mr. William Homeyer
Piping Superintendent

- i Ref: HYgene® Water Purification System
‘ for PP&L Co., Martins Creek
‘Steam Plant

Gentlemen;

On June 24, 1971, a meeting was held in the Reading, Pennsylvania
district offices of the Pennsylvania Dept. of Health and Environmental Enginser-
ing 2o dscuse the jYgene¥ water purification system proposed for the above
referenced installation.

Attending: _
Messers Kuder, Parks, Backer and Darmrall, Pennsylvania Dept.
. of Health & Environmental Engineering, Reading

Mr. Paul Zimmerman, Department of Environmental Resources,
Harrisburg

-

Messers Polens and Schmidt, Ionics, Inc., Bridgeville, Pa.

. The water system for the construction site will be classified as a
"semi-public” system as opposed to a "public* system. This is a very important
differentiation since a "public” supply would require submission of an application
for Public Water Supply Form H711.513 to the State for approval. Mr. Kuder

[
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Fiping Superintendent

I N T,

remarked that tf this were the case, it would take several months to pass on

the acceptability of the system due to the current heavy backlog of applications. -
It s very impgriant thet the proposed water system be specified as "semi-pubiie-

[

which requires that the system distribution be totally within the confines of
the construction site, not avatlable to the general public.

p With this stipulation met, United Engineers should submit plans for
the complete water treatment and distribution system to:

Penna. Dept. of Health & Environmental Engineering
401 Buttonwood Street
Reading, Pennsylvania 19602

' Att: Mr. Robert Becker

Mr. \BeCker estimates, that if the submitted fnformation is complete,
he will require one week to ten days for approvals The State will monitor
system performance after startup, by testing both silver residual and coliform

count. Wc have furnished a Hach low range silver field test kit to Mr. Pocker

for this purpose. In addition we have furnished a copy of our proposal to Mr._
Becker and a binder containing complete specifications and documentation on
HYgene® for their flles. )

If we can assist you in preparing the subimission data, please feel
free to contact us.,

 Very truly yours,

IONICS, INCORPORATED
Bridgeville

& //’{Z{{JJ

R. C. Schmidt, Sal\es Manager

RCS:biIf
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Phone: h12/343-1040 R ;
SILVER DISLTECTANT SYSTEH
EFFICIENTLY PURIFTES WILL YATER
' . ODOR-FREE AT 100,000 GALLOLS/DAY

BRIDGEVIILE, PA, -- Ionics, Incorporated completed a contract from United

Engineers & Constructors for a Hlgene water purification plaﬁt thet will
turn vell water into poteble drirking water in excess of 1C0,C00 gullc s per
day, The inctallation of the treatment .._acili“‘ is located in Mariinc Cresk,
Pennsylvania vhere United mginee;s is constructing & nev power plant for

Pennsylvanis Power & Light Coumpany,

' The HYgene water purifier is a silver disinfecta'ht systen that will
purify any water which is bacteriologicelly eccepiable for treatment as
defined by the United States PLepartrent of Health Serviece Manuel, It is
particularly effective as a disinfecting material ageinst pathogenic
intestinel organisms found in water, including germs that cause typhoid

fever, d:'fsentery, cholers or dlarriea,

In eddition tq its purifying qualities, HNgene units filter the water ~
and remc:\'e objectionable taste, odor and color without the use of chlorine
or other chemicale. The taste prc-blrzm'oi‘ chlorinated swater bhas been an
increcasing concarn for fleld superistenients i;m the construction and »elated

industries as Job~site vorking crews object wors =nd more sirenuously to the ) 8 6




unpleasant taste of chemically treated water,

The silver purification system was chosen because it ip also simple to
operate and economical to maintain., The effluent is unaffected by exbosure-
to 1ipht or increased temperature. A pericdic backvash keeps the system
functioning, Ionics? Sa’bro(R') test kit, employing the membrane filter
technique, is used to provide en accurate and rapid bactericlogical analysis

of the water, _ R

' Contact Ionics, Incorporated, Bridgeville, Pa.. 15017 for more informetion
on HYgene silver disinfectant systems that are available in commercial sizes
for resorts, restaurants, real estate developments, service stations, oil

and rining camps end ranches,
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Box l).;. 5
Mt. Bethel Pa, 18343

February 10, 1975 .
To whom It llay Concern:

In the spring of 1971 I vas instirumental in the decision of our
company vo use a General Ionics L.ater Treatment Flant for our
construction project at lartins Creek Pennsylvania.

we enticipuated a totel force of over 1200 veople at benk use
with consumption rates of over 200 G.P.}. cduring nesk hours,
Our water was vell water, known to be contuminated bavond allovable
S ts, but of low turbidity., A silver imnresnateéd Carhon ¥ilter

A uzed, Fully automzted lo rnintennnce aperntion vas a recuire-
et thaet wd to be met,

Leily testing for bacteria wes conducted Jurings the Irst few
contt s of operaticn as well as testing for silver content, Tater
vhese tests vere reduced in frecueney. Ve are pleased to state that
£t no time wus any evidence ol bhacteria found.

‘Mis plant has wmore then met all of my antieirutions and I an
iy the precess of reeccomending ibs use oa future sltes,
=4 (3

The plent s.as inspected by the state water board and met vith its
approval.

Respactfully.

Gprtbaine 2 L i
Y41lliam C. Bomever
Piping Supt.
United Enesineers & Constr.,
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*Pages 290-295 Confidential Statement of Formula may be entitled to confidential treatment*



*Pages 295-296 Quality control process information may be entitled to confidential treatment*



PRODUCT DATA SUMMARY

T RANS ~ DATE TOXICITY PRODUCT MANAGER REGI STRATION
ACTION HA-YY CODE CODE NAME NUMBER :
10-75 3 33 Ja BANKS 03590000002
HYGENE
TYPE TYPE
CanE
24 BACTERIOQSTAT
FORM F CR M
CODE
67 GRANULAR PELLETED QR CRYSTAL PRODUCY
CrEHM CHEMICAL
CO0E PERCENT
072501 1. 0500 SILVER

DATE OF PRINTOUT 0&/05/761
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Pages 299-300*Claimed confidential by submitter*
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NOTE: Use aseparate form for each Formulation, Tf
P " te8 58 B2 Is

Applicant - keep the second copy for your files and forward the original to EPA or follow tﬁ\n ic i

A.

INSTRUCTIONS < e -

The complete chemlcal composition of each pesticide must be known so it can be evaiualeé{m @sjutfon under the Federal
Insecticide, Fungicide and Rodenticide Act. This information is also necessary to determine the status of ingredients, both
active and inert, under the Pesticlde Chemicals Amendment to the Federa) Food, Drug and Coumnetic Act.

This form is designed for reporting the ingredients used in the formulation of 2 pesticide. 1ts use wilf speed the review. It must
be comnpleted and submitted with each EPA Form 8570-1, Application For New Reglistration Of A Pesticide, or with each
EPA Fonm 8570-2, Application For Amended Registration Of A Pesticide, if revision Involves a formula change, or with each
EPA Form 8570-3, Application For Renewsl Registration Of A Pesticide,

If the complete chemical compasition of formulated ingredients, either active or inert, used in this product’s formulation is
not known to you, send a separate set of these forms for each ingredient to your Basic Supplier. When you do this, it Is im-
portant that you first fiff in items 2 thru 8 so that we may positively identify the supplier’s product with your pesticide, The
Basic Svpplier is then requested to complete items 1, and 9 thre I5, and submit the form to this Dividon. This statement iz
treated confidentially. It cannot be used to support a customer’s (formulator's) application for subsequent registration with-
out wrilten authorization from the Basic Supplier,

ITEM No.

1. [If more than 1 page is required, number them “1 of 27, I of 37, ete.

Enter the same date as the Application.

Read instruction *B” ghove.

Enter the name and address of your firm.

Enter the product name of this pesticide as it will appear on the finished label.

Enter the EPA Registration Number or Fife Symbol if known.

Complete if required by instrucion “C” above.

Complete if required by instruction “C™ above.

Completed only by Baslc Supplier.

Completed only by Basic Supplier.

List first all active ingredients then the inert ingredients each in the exact order as they will appear on the finished label,

When a formulzted product is listed in the formala, name its basic manufacturer and give its EPA Registration No,, if

known, in parenthesis following the name of the product. (Also see instruction "C" above.) The trade narne and manu-

factuier of surfactants and other adjuvants (dyes, emulsifiers, solvents, perfiunes) must be listed. The complete chemical

compasition of emulsifiers and surfactants must be listed. Enclose the manufacturer’s name in parenthesis following the

product listed by trade name. (Also see instruction “C” above.)} If a dye or other coloring is used, state the color.

It Enter the percentage by weight of each active and inert ingredient beside the ingredient to which it applies. The per-
centages by weight for the active ingredients must agree with those appearing in the ingredient statemeot on the label.
The sum of alf percentages listed must equal 100 percent.

13. Seif explanatory.

14, Self explanatory.

15, Self explanetory.

FOVENO N EW N

—
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*Proprietary inert ingredient coding may be entitled to confidential treatment*

e e

. . | z : 3
PRODUCT LABEL. CODED INFORMATION (New) LI
(Uno thia form to onter Now Products) :
o | .
- ADD ONLY y
i
: 3. MAMUFACTURER 4. PRODUCT
1. CARD CODE 1 2. AcTION cooE | A Giv) VA7 f?wv Wz ﬂ:{l
(Cah £ (Cotl. 3) TCol 3-8) (Col, #-13) '
(10 YR} §. TYPK OF PESTICIDE 7. FORM 8. CAT TOX
STl
(Col, 14-17) (Cols 18-33) (Coly 36-39 [Colu 46)
I 3. MANUFACTURER 4. PRODUCT +
1. CARD COOE 2 2. ACTION CODE | § * 3 ﬂ ViV Vi (Saote &5 Ceard 1) -
(Cols 1) {Cak 2} (Col. 3-8) (Col, §-13} -
5., 6.INGREDIENTS AND PERCENTAGES
3
f&’?;z-ra/ o|rloiste] < d
14 te F1] % 23 3z % 7 s 43 44 L “a
IST CARD v
4 l r
[T LT [T 3 L1 -z .y " E) 7y
5, B.INGREDIEMTS AND PERCENTAGES
i F -
[
14 £ 20 % e " 2e 1 32 % 37 34 4% a8 % L]
ZND CARD
3 I I r l
EL] e 50 k) [L) [Y] [T3 [T] = *y
I
5., B.INGREDIENTS AND PERCENTAGES ,
[ ) ‘ i ‘ L
4 9 28 * 23 24 * 32 - ELd an 43 ad % -42
3RD CARD
4 [ 1
[ [T [1) = [T] Y] a7 -8 = 3

_ 2.0
EFA Ha Farem T-t£ 1A R .) 3




$. MANUFACTURER *

3

]
4. PRODUCT

f. CARD CODE 2 2 AcTion cooe | U ma 5 ﬂ Aﬂ 0 A(s"“ s Cord 1)
{Cah 1) {Cols 3) (Cets 3-1) (Cok $-195)
5. USE CATEGORIES
¥ z ¥ s 1
T4 Te e T 'T] Ze EY) 39 4 T
18T CARD . ‘ E . l . I
" " ' as FT) " 2 o " ™
(1] g 13
1Y) [T ¥ 7o o
3. USE CATEGORIES
P z 3 & 5
14 14 ] 13 s e 1] an al 4 1]
[ 7 ] ] G
2 MO CARD
20 " " " ™ T 54 ' P -
1! 12 (1)
nk L 1] -l 73 7e 78
5. USE CATEGORIES
1 z l’i . 1
T e " 23 20 20 20 I ' T
3RD CARD l' 3 ' ’ e
L Fy 48 (1] 40 [T [ [T [ ] LT
¥
¥4 T e
o o8 a8 7 74 7e ’ _
EPA Y3 Form T-48 (10.74) {Reverse) f
|
H
1 ?
| ‘
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*Manufacturing process information may be entitled to confidential treatment*

I P. 0, BOX 99, BRIDGEVILLE, PENNSYLVANIA 15017

1ONICS, INCORPORATED PHONE A, C. 412 8343-1040 TWX B1069723289

February 18, 1976

Mr. James H. Banks, Product Manager (33)
Disinfectants Branch

Registration Division (WH-567)

United States Envirenmental Protection Agency
401 M Street S.W.

Washington, D, €. 20460

Subject: HYgene
EPA Reg. No. 35900-2
Your Letter of Jan. 20,1976

' Dear Mr. Banks:

This is in reply to your letter dated January 20, 1976 in refarence to
general chemistry data for HYgene.

A.1 You are correct in stating that the active ingredient is

essentially 100% metallic silver with only traces of gf

impurities. (5 {
A.2 Correct. Manufacturing process 1s the same as in éﬁ

Petition 5H5079. A4

A.3 Purity of ingredients used in the manufacturing process of ?{
HYgene are as follows: G7
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E ’ P.O.B 99 BRIDBEVILLE, PENNSYLVANIA 15017

{DNICSH, INCORPORATED P.HON A.C. 412 3431040 TWX 5108973200

October 14, 1975
AIRMAIL ~ SPECIAL DELIVERY -~ CERTIFIED MAIL - RETURN RECEIPT REQUESTED - ADDRESS ONLY

United States Environmental Protection Agency
Disinfectants Branch, Room 321

Registration Divis1on {WHe567)

QPP - EPA

401 M, Street, S.W.

Washington, D,C, 20640

Attention: Mr, James H, Banks = PM 33
Subject; HYGENE
. Tonics File Symbol 35900-E
Your letter dated Qctober 9, 1975
Dear Mr. Banks:

Flve finished labels for the above HYgene product are enclosed. On this
label, we have made the following changes as requested in your letter dated October 9,

1975:
1) We have changed “Selfwsanitizing" to read “Bacteriostatic",
LI 2} We have changed the claim "Prevent the growth of bacteria® to
co o0 00 read "Inhibits the growth of bacteria”.
.. U 3) We have deleted "as a sanitizer®,
* $ e 4) We have corrected the typographical error in the spelling of
.E:: .....: 511ver.
::::.. . 5} In your letter under paragraph 5, you ask us to provide the
e s " necessary calculations to verify the flow rate recommended on the
teteet oot label is comparable to the flow rate used in these laboratory
I experimentation studies.

You may use the following equations to convert the 500 ml/minute
and this will show that this is the same as 15 gallons per minute.
The equation is as follows:

500 m1 Tlow through column of 250 cc HYgene mineral is directly
proportional to 15 gallons per minute per cubic foot of HYgene
as follows:

a) 500 ml/min. = 0,132 gal./min.

b} 250 cc HYgene = 0.008828 cubic foot

c) 0.132 gal./min,/0,008828 cubic foot = 15 gals. per minute
per one cubic footl.
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“ United States Enylponmental Protection Agency ’ October 14, 1975
Attention: Mr. James H, Banks - PM 33 Page 2

6) We haye no collateral literature or technical bulletins or
brochures that are being distributed with this product at
present,

We have enclosed a copy of a letter that is being sent to all of our
customers., If any literature or collatera) materal is developed to be sent with
the product, we will send this to you for your approval.

In your letter dated October 9, 1976 under paragraph "D* 1, 2, 3, and
4 = you asked for additional 1nformationirequ1ted to substantiate the bacterie-

static claim for the filter media:

1) Attached please find a letter from Ms. Linda Deans, Manager
of Analytical Services for NUS Corporation who did the testing.
- In this letter Ms. Deans gives the concentration of the artificially
. contaminated water (inoculum) at the end of the test to ascertain
the degree of natural "dieoff",

2) The neutralizing solution used contained 5% sodium thioglycollate
and 7,3% sodium thiosulfate, One milliliter of this sterile
neutralizing solution was added to sterile sample bottles in which
100 milliliters samples were collected for bacteriological testing,

3) Attached is a copy of our report "EVALUATION OF HYGENE PRODUCT
MEDIA FOR EPA REGISTRATION“. This was originally sent to you on

s .0, September 3, 1975, Please note on page one under CHEMICAL, there
oo oo 00 ° 1§ a 1isting of the production lots used for testing, Three of
Seedee 2% these lots are as follows:
el Lot No. 05125, Lot No, 04075, Lot No, 03105
@ . On page three of this report under BACTERIOLOGICAL, we 1ist the
::"' M-S+ three lot numbers used for bacteriological testing.
ST Leeee, Lot No. 05125, Lot No. 04075, Lot No. 03105
seeeee .3...5 Please note that these are both from the same lot numbers that we

used in the chemical testing.

I refer you to the last paragraph on page two which states "Flow was
discontinued to all three colums for a perfod of eighteen (18) hours." These samples
were then acidified and sent to NUS Corporation with the suffix "C* and tested by
atomic absorption for silver concentration. This included lot numbers 05125, 04075,
and 03105. They were identified then as lot numbers 05125C, 04075C, 03105C, Attached
to the above reference report is the NUS Corporation Atomic Absorption Test Report on
the silyer by lot numbers, None of the three lots went over the 50 ppb after an eighteen
hour holding period. This conclusively proves that from these lots even sitting eighteen
hours, we did not exceed 50 ppb, These are the Jots that we used for the bacteriological
tests,
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Recor"d Number ézéj 5‘/2/

i Reference Humper 1

- 3 o
. Input Date 7’“&""--/""5’/
CODING FORM FOR APPLICATICHS EOR RERISTRATION/AMENDOMENTS "

m File Syrnbo]/ﬂeg.ﬂn a_ﬁ? C/ﬂ - 0? F2]euM (3 / !T[Actz on Code G’UO

§.Intrastate Call«in / / (?)}Yes

' /;_‘/ (N)No

7.Child-resistant Packaging: 8.Registration Type:
l':"_'f (Yies /___/ (K)o /__/ {1)Conditional /___/(2)Unconditional
§.Proposed Classification: 10.Final (lassification:
v /__/ (R) Restricted /___7 (R)Restricted /___/ (N)Not Classified
\ /-7 (6) General /—_/ (G)General

(1] pate on Appiication: (321erA Received Batn. I Date Received by PM.

14 d/] lé’l/té

DAY YR Ko
_ 20.Method of Support: a.Cartfftcation Statement:
*. Y / (1)Cite-AT1 / 7 {(4)Not Applicable / (1)Yes / / (3)Not Applicabie
I/ (2)Aiternate / / (5)Not Submitted / (2)Not Submittad

/. J (3)Combined
[ZEReviews Requested:

‘ o DATE = OUE DATE. RESPONSE  RESPONSE
y __SEXT DATE RETURMED CODE DATE
. il kiR A . |
e IRV ZNR

o

EF
i [26]status:

eZIFINAL  Response Response - I ViR

i BS~ad IEIDIVA R VA

M0 OAY YR
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- ENFORCEMENT CASE REVIEW

TO:
Direétor, Pesticides Enforcement Division

Office of Enforcement and General Counsel

1.0, HO.
172045
EPA REGISTRATICH HO.
See below

PRODUECT HAME (On sampia label)

COMPANY RAME AHD ADDRESS {Gn zample labely (Mnciuda 21 coda)

Bon Del Inc.
157 8. Pomeroy
Mesa, AZ B5202

REGISTRATION STATUS AT TIME DF

xaeooe Oollection

[::} AEGISTERED

* ] noT RECISTERED

+

DISTRIBUTOR STATUS AT TIME DF $HIPMENT (I applicable)

BASIC PRODUCT NAME

PRODUCT SUPPLERENTALLY
REGISTERED

m YES Q NG

+
-‘rm NT NAME AND ADDRESS (Inciode ZIF code)

DATE OF SUPPLEMEHTAL REGISTRATION

OTHER PERTIHNENT REGISTRATION DATA

VATER UNJT is red to INNICE,

Pon Del Inc., Mesa, AZ 85202 {
registered under A Reg. No. 35300-2. ‘They

‘have three tions
43430-% for BOM DEL, MODEY, TR,
applications dated 10-16-79).

-

have no registered products.
(1) 43430~ for RPON DN MODEL R=1, (2)
(3} 43430-C for BON DEL, MODI, OIS (all

mmwmmm mummmm—m

‘ridgeville, Bh. 15017 for peodact name HYGENE under X, oo, 1. 35300-2,

HIS A PESTICIDET  [K] ves [ yea, tat clalme botow) )
Q@os Ci AlMS P
H / : A R S B ghﬁ i
g gg 24 P4 b f LI ;
}t‘ };‘ £ { . P

. s
i - i x {w

SIGNW ﬂkWF {Reglefralion Div., Giflcs of Desficldes Programa} DATE
y ; oS o9
mimm - BPrriwk ..=.:: f/ { / (‘A pa g //

EPA Hq Form §500.7 {2-73)
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2 IomCs
P. O. BOX 98, BRIDGBEVILLE, PENNSYLVANIA 168017
3285

IONIES, INCORBORATED PHONE A. C. 412 343-1040 TWX B10697
Qctober 8, 1975

CERTIFIED MAIL - RETURN RECEIPT REQUESTED
DELIVER TO ADDRESSEE ONLY '

Mr. E. F. Brown _

Chief, Disinfectants Branch

Registration Division (WH-567)

United States Environmental Protection Agency
401 M Street S.W.

Washington, D, C, 20460

SUBJECT: HYGENE - ITonics File Symbol 35500-E
Ionics EPA Registration No. 35900-2

‘ Dear Mr. Brown:
This letter will confirm our telephone conversation of Friday,:Qctober 3,
1975, From this phone conversation 1t 1s my understanding that the tUnited States
Enyironmental Protection Agency will issue to Ionics, Incorporated on their product
HYgene EPA ‘Registration No. 359D0~2. This number will be issued as soon as you
receive the enclosed (5} labels that have the following revisions from the original
1abel sent to Mr. James H. 8anks on September 3, 1975.

The revisions on the labels are as follows:
1. We have changed the word "Self-sanitizing" to "Bacteriostatic”.

2. We have changed the claim “Prevents the growth of bacteria® to
"Inhibits the growth of bacteria®.

‘ 3. We have deleted "As a sanitizer”.

? 4, We are providing the following necessary calculations to verify
that the flow rate of 15 gpm/cu.ft. recommended on the label is
comparable to the flow rate used in our laboratory experimentation

' studies. In these studies we used 500 ml./min. flow through a
column of 250 cc of HYgene mineral. This is directly proportional
to 15 gpm/cu.ft. of HYgene as follows:

a. 500 ml./min. = 0.132 gpm k§ )
b. 250 cc HYgene = 0.008828 cu. ft. , } £

c. 0.132 gal./min./0.008828 cu.ft.
by direct proportion.




“l F ow

Mr. E. F. Brown October 8, 1975
Chief, Disinfectants Branch Page 2
Registration Division (WH-567)

United States Environmental Protection Agency

It is our understanding that we are to provide you with copies of any
collateral literature such as technical bulletins and brochures distributed in
connection with this product for your review. At the present we have no Titerature
that will be sent with the product. We are enclosing a copy of a letter we are
sending to some of our potential customers.

I would like to take this opportunity to thank you and all of your staff
for the cooperation we received,

Yery truly yours,
‘ IONICS, INCORPORATED

Bridgeville Plant

el

Walter J. Polens
WJP:mle Vice President

Enclosures

cc: Mr. James H, Banks

‘
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£ O, BOX 99, BRIDSEVILLE, PENNSYLVANIA 1S0TT PHONE A.C. 412 3431040 TWX 5108073200

Water Conditioning Eguipment « Custom Fabricstion for the Reclear, Chomical & Food Industriss « Heat Transter Equiprient

its Federal Registration Number from the Environmental Protection Agency for its

This letter 15 to inform you that Ionics, Incorporated has been granted
z product HYgene,

HYgene has been registered under the Federal Insecticide/Fungicide/Rodent-
cide Act and has received a Bacteriostatic rating., The Federal Government allows
us to make the following claim - that our product will inhibit the growth of
bacteria,

-¥We can now honor all purchase orders and make immediate shipment of this
product.

We are enclosing our current 0,E.M. price list,

May we look forward to hearing from you with your requirements.

Very truly yours,

. ' TONICS, INCORPORATED
. Bridgeville Plant

Walter J, Polens g

WiP:mle : Vice President

Enclosure




Iemiea, !acamum
" PO Box 99

Routes 519 & 50 : 3?;\_

lridgtvim, P - 18077 di

Mta_atiw: nltu Palws

Gentlemen: |

Bubject: n;me mtarmutie Nater Filter Media
RPR ‘Fagistration Bo.: 3598@—2
mt Applicetion mtu June i2, 1981

A mmm:; xnm of the m&jm application has been made. Eowever,
it can be precessed further, clarification is reeded in the

foliowing rmrd

wka 1f 1.05¢ ss Geclaxed on the label is that of “Silver®
or 35 it "Bilver nitxate Touxr lebel accepted Octoher 22, 1975
declared *Hetsllic silver = = = 1,05%.*

{a)

(b} Im it the same profuct? Rlease claxify.

(¢} If yomr label decleres “silwer® from "silvexr nitryate® than you may
re ao. more than 8.670. Explain vhy you wish to charge your
temhtim?

. , ‘Bincerely,

'Mutxltim ntv.um (28~T67C)

EP.MTS-?S?C mz 3460?3 117258:479-2018:7/6/81
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HYgene Mark I

BACTERIOSTATIC WATER FILTER MEDIA .:::,

Removes objectionable tastes, odors, color from *
treated municipally — supplied tap water.
Inhibits the growth of bacteria within the fliter 0l
media bed.

CAUTION: KEEP OUT OF REACH OF CHILDREN ..

EPA Reg. No. 35900~ 2 EPA Est. No.359Q0 PA..OI
ACTIVE INGREDIENT

SILVER as AgNOy — ——-— 1.05 % LOT No.
INERT INGREDIENT

ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft.
STORAGE = = = o o e i e e o m

Store in closed conlainer which exciudes
moisture and fumes.

DIRECTIONS FOR USE—— —-—-—Refer % enciosed product data sheet,

DISPOSAL OF SPENT MEDIA-~— Retain Shipping .carfon and liner for disposing
of exhausted fiifer media with trash.

USEr e mem m e m e e e — This product is to be used only for

manufaciuring or fobricating Bacteriostatic
Water Filter Products for home use,

Another fine product by the manufacturers of General lonics Water Conditioning Equipment.
IONICS, INC. Routes 519 & 50 P.0.Box 99 Bridgeville,Pa.I5017

o
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LR N X B

&

316




317



HYgene Mark I

BACTERIOSTATIC WATER FILTER MEDIA'Z:T: :

Removes objectionable tastes, odors, color from Siile  eeees
treated municipally — supplied tap water.
inhibits the growth of bacteria within the fiiter 0”3

mediac bed.

CAUTION: KEEP OUT OF REACH OF CHILDREN “..’.” 131

EPA Reg. No. 35900— 2 EPA Est. No.359Q0 Pa &1
ACTIVE INGREDIENT

SILVER 95 AgNOg — ——— 1LO5 % LOT No.
INERT INGREDIENT

ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft.
STORAGE -~ = e e e — e e e

Store In closed coniginer which excludes
moisture and fumes.

DIRECTIONS FOR USE————— Refer 10 enclosed product dota sheef.
DISPOSAL OF SPENT MEDIA-—- Retgin Shipping corion and liner for disposing
of exhausied filler media with trash.

Y R R — This product is to be used oniy for

manufacturing or fabricating Bacteriostatic
Water Fiiter Products for home use.

Another fine product by the manufacturers of General lonics Water Conditloning Equipment.
IONICS, INC. Routes 5!19 & 50 P.O.Box 99 Bridgeville, Pa.15017

-
ETE TR
- <
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HYgene Mark I

BACTERIOSTATIC WATER FILTER MEDIA-: &

Removes objectionable tastes, odors, color from . .
treated municipally — supplied tap water,
Inhibits the growth of bacteric within the filter - ;- |
media bed.

» * »

CAUTION: KEEP OUT OF REACH OF CHILDREN ~-..°.° %

"L K L

EPA Reg. No. 35900—2 EPA Est. No.359Q0 FA--OI
ACTIVE INGREDIENT

SILVER a5 AgNOg «———— 1.05 % LOT No.
INERT INGREDIENT

ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft.
STORAGE = = o= e e e s e e

Store in ciosed contginer which excludes
moisture and fumes.

DIRECTIONS FOR USE—- —-—-— Refer to enciosed product dato sheet.

DISPOSAL OF SPENT MEDIA-—— Retain Shipping carton ond lfiner for disposing
of exhausted filfer media with trash.

USEe e e e — This product is to be used only for

manufacturing or fabricating Bacteriostatic
Water Fiiter Products for home use.

.(no?har fine product by the monufacturers of General lonics Water Conditioning Equipment.

IONICS, INC. Routes 519 8 50 P.O.Box 99 Bridgeville, Pa.15017
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HYgene Mark I

BACTERIOSTATIC WATER FILTER MEDIA

Removes objectionable tastes, odors, color from thrt, T

treated municipally — supplied tap water. .

Inhibits the growth of bacteria within the filter

media bed.
CAUTION: KEEP OUT OF REACH OF CHILDREN == % 0

EPA Reg. No. 35900—2 EPA Est. No.359Q0 PA-@1 . ]

*® o

ACTIVE INGREDIENT ceeets
SILVER as AgNOz ———-— .05 % LOT No. .

INERT INGREDIENT
ACTIVATED CARBON---98.95 % NET CONTENTS cu. 1.

STORAGE = — == mmr — = e e o e o o e Store in ciosed contgciner Which excludes
moisture and fumes.

DIRECTIONS FOR USE~— ———— Refer 10 enciosed product data sheet.

DISPOSAL OF SPENT MEDIA~-~-— Retain Shipping carton ond liner for disposing
of exhausted filler media with trash.

USEwr v e e — This product is to be used oniy for
manufacturing or fabricaling Bacteriostatlc
Water Filter Products for home use.

A.aoiher fine product by the manufacturers of General lonics Water Conditioning Equipment.

IONICS, INC. Routes 519 & 50 P.O.Box 99 Bridgeville, Pa.15017

W
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HYgene Mark I

BACTERIOSTATIC WATER FILTER MEDIA

Removes objectionable tastes, odors, color from

k]

treated municipally— supplied tap water. O R -

Inhibits the growth of bacteria within the filter R o |

media bed. R

CAUTION: KEEP OUT OF REACH OF CHILDREN ...  «sie]

EPA Reg. No. 35900—2 EPA Est. No.359Q0 PA' Ol ....|

ACTIVE INGREDIENT 2200 eeeens

SILVER a5 AgNO3 ———— 1.05 % LOT No._. a 00700’

INERT INGREDIENT )

ACTIVATED CARBON---98.95 % NET CONTENTS cu. ft.

STORAGE = = = e e ot e e e o e e Store In closed coniaginer which excludes
moisture and fumes.

DIRECTIONS FOR USE—~— —~— Refer to enclosed product data sheet.
carton and liner for disposing

DISPOSAL OF SPENT MEDIA-—-— Retain Shippin

of exhausted filfer media with trash.

USEw = v e e e e e e e — This product is to be used only for
manufacturing or fabricoting Bacteriostatic

Water Fliter Products for home use.

Another fine product by the manufocturers of General lonics Water Conditioning Equipment.

IONICS, INC. Routes 519 & 50 P.O.Box 99 Bridgeville, Pa.15017
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*Product ingredient source information may be entitled to confidential treatment*

.. @

s X 98, BRIDGEVILLE, PENNSYLVANIA 15017
HONE A, C. 412 34831040 TWX 5108073209

0

January 13, 1977

Mr. E. F. Brown

Chief, Oisinfectants Branch
Registration Division {WH-567)

U. S. Environmental Protection Agency
401 M Street S, W,

y Washington, D. €. 20460

_.~ Dear Mr, Brown:

This letter will authorize you to use any information that is in

Tonics, Incorporated's file, our EPA Registration 35900-2. to support
regtration of sdditional products for NN
r does not, however, allow you to make publig to*
or anyone else any information In our file that wou
e considered proprietary information or confidential.

.~

We thank you very much for your cooperation in this matter.

-

K
A
L5

Very truly yours,

IONICS, INCDRPORATED
‘ Bridgeville Plant

WaP:mle Vice President
cg: James H. Banks - EPA tete
_J. D. Totlins - Tomics UL
H1) 33 e e,
"6& Py Lf,& £8S ALged e trecee
' ol

L X L A1)
- .

FPH /Cg?é. Mf/éc’ 35“‘?&?67"&2,) h “ee, ; se ae
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P.0. Box 9%
Beldgeville, PA 15017
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SAMPLE SUMMARY 4/21/76
ANALYTICAL REPORT

TR P—
35600~2 112876
PRODUCT
Hygene Bacteriostatic Water Filter Medis
JSEALED
Seal broken by Dallasg Wright, Jr.

ILENTIFIED

_ 8N 112876 03-23-76 ALDP Sub 1"

RECEIVED FROM CONDITION OF SEALS

Dellas Wright, Jr. by hand Broken

CESCRIPTION OF SAMPLE

LABELIKG SUBMITTED
Plastlc bag containing broken seal and one 7 oz. plastic bottle with label,
Code "Lot No. 03226 B"

APPEARANCE

Black granular solid; no odor

AMALYEIS

AMOUNT
CLAIMED SATISFACTORY

UNSATISFACTORY

Method:

Silver extracted from sample with 1+l Hitric Acid by shaking
3 hours and standing over weekend.

Excess sodiwm chloride
solution added to an allquot of sample extract; excess titrated
with gilver nitrate potentiometrically.

Silver in sample calcu~
lated as metallic silver.
1
Besults: 1 ~ 2.062
2 -~ 1.72%
3 ~ 1.91%
|

average ~ 1.90% silver (=28 metallic)

Claim 1.05% metallic §
gilver §
?
%’,%
i
%
%
H
i SIGHATURE OF ANALYSYT ! OATE REPORTED
% . Jdack B, Logker % 4121776
’é RESERVE SAMPLE  Ag pec 'JSEALED
H PRS i3 grama 4 1 ok o
¢ FSIGNATURE OF SUPERVISOR ﬁ et 17
éﬁ '

EPA HQ Form 8500-4 (2-73) REPLACES FOmMS PR 4+104 [2-63] AND PR 2188 {1 1:71} WHICH ARE CBSOLETZ '

O&T%{_ 2 Pm?, ,é
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UHHTED STATES

WASHINGTON, D.C, 20480

REPORT OF ANALYSIS

ENVIRDNMENTAL PROTECTION AGENCY

Xt

SAMPLE JDENTIFICATION

4. LOT OR CODE NOIS).
632368

5. EPA

'nammm NO.

¥ PRGLUGT NAME

Bsctaricatatic Water

Filter Hedis™

8, PRODUCER NAME AND ADDRESS (fnelude ZIP cade}

8. DEALER NAME AND ADDRESS (Inehude ZIP codef

w@, m»
Boutes 519 aed 30
Bridgeeilie, Pesms., 15017
i EMULE. CONC, PHESSE. SPRAY DUST § GRAMULAR
¢ {19.PHYSICAL FORM WET. POWDER AEROBOL aAIT OTHER
o 1V INGREDIENTS
S4lver (Metallic) 1.05%
. M&i%tﬁ %ogﬁ
YEST
12. TYPE OF TEST 13. TEST ORGANISMIE) 14, METHOD NO.
_ 2., colt 185. DURATION
agar € P _ 16, CONCENTRATION
: s Eluorepcens 17, DILUENT ——
18, SUMMARY
Sssple wos £ ts possess bacterivstatic mﬁ%a&y againgt
] Becharichia coli, 8¢ surevs aud Pae mas Cluorencens.
19. RESULTS

s of fskibicion sgalimat:

nmm::&xa cold 1
focotens avvaue 1 g
ae Flwovescess 1 we

21, SIGNATURE O L&E SU?ERV!SDR

%:
5
;%
g

. g

22, LABURATORY
£ hix *u;,s%’&g_iwf& E

23, DATE

F
.-{.m Fi

v g

f“_f & "
EBA Form 2540.5 (Rew. 7-?‘5} REPL AQEL

ARE OPSOLETE.

: k FQ%&&S BEOG4 AND #8G0-44.
PREVIOUS EDITIONE OF EPA POAY 38408

REGISTRATION DV,
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*Manufacturing process information may be entitled to confidential treatment*
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*Product ingredient source information may be entitled to confidential treatment*

= 0. BOX 88, BRIDGEVILLE, PENNSYLVANIA 18017
PHONE A C. 412 3431040 TWX 8106973250

IONIGS, 1NCaRE

Dacember 3, 1975

United States Eavironmen.al Protection Agency

Bisinfectants Branch, BRoon 31 ; "
Registration Division [ 27) :
OPP-EPA 2

401 M Street 5. W,
Hacriagton, D, €. 20642

‘:ﬁon: Mr. James Banks

Dear Mr. Banks:

This letter wil: arthorize you to use information in our file under

our EPA Registration Mo, 35800.2 for fhe evaluation of a water filter many-
factured by “
]

This letter :ives you authowrization to rafer to our file but not te
make availabie to [ NG : y confidential material in the file.

1f you have aay questions concerning this, please contact me.

}

Very truly yours,

‘ TONICS, INCORPORATED o
Bridgevi]le P1 ant “]

L /?
Ha'lter J. Polens
WdP:mle Yice President

c<: |




*Product ingredient source information may be entitled to confidential treatment*

REGISTRATION DIVISION

;-INIGS. rmm‘m
" Valter J. Wm

ngdwﬂle. PA 15017
Geatlmz
Subfeet :  HYSENE

e EPA Reg. Wo. 35900-2
. Your letter of November 13, 1975

The general chemistry {nformation subwittad with the refen
in sumt | application, File No.

mﬂy yau did not quite understand our request. m
& try are ?atuo (2) parts. The first ).Nfcrs
' fca)] used as tha actin ingredieat (in ta 3 case~
the second part. (), refers to the specific
5 :_em !n this case-- a wvatar filter containing silver
. e-#mmt‘lm required is as follows:

g.. mfmtwfa on the techiics) chemfeals ysed ez m &eﬂn imﬂm
in the Wt’iﬁ&, mmms' .

1. Complete mwtm of the technical chemical, mlm the
' o acﬂ m W of impurities; "

2. Baste mm:tuﬁng process of the technical e!miea‘l.

. 3. Petity of sttrting and Intermediste nurlah used 1n- t&e
masufacturing protess;

4. Basic mﬂm and chemical characteristics of the active
-iagmﬂwt(s). either in technical or purer form;

B. Information on the specific pesticide formulstion 1acluding:

1. WHethod{s) of analysis for 1dent1fyin¥ and quantifying the active
1 m(s) n the pesticide formulation, __

pEC § wrs
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EPA REGISTRATION NUHBER
! ¢ = U5 ENVIRONMENTAL PROTECTION AGENCY
CN T CFSICE OF PESTICIDES PROGHAMS
¢ REGISTAATION DIVIMON OATE OF ISSUANCE

i WASHINGTON, D.C. 20480

RAME OF PESTICIDE PROOUCT

NOTICE OF REGISTRATION

(Undor the Fedorai Insecticide, Fungicids,
ond Rodeniicide Act, arx smandod)

HAME AHD ADORESS OF REGISTRANT
r ‘ %
(%7 w
a0

L ’

NOTE: Ckanfeu in labeling or formula differing in aubsiznce from that aceepted in connectigp with this registration must be sub-
-} mitted to and sccepted by the Registratton Division prier to uae of the labse! in commerce, In any correspoodence on this product
§ nlwaye refer tg the above EPA registraiion humber,

On the basis of the information furnished by the registrant, the above nemed pesticide is hereby registered
cnder the Federal Insecticide, Fungicide, and Rodenticide Act.

E3

- ' copy of the labeling accepted in connection with this registration is returned herewith.

Regi stration is in no way to be congtrued as an endorsement or apptovai of this praduct by this Agency. In
order to protect heaith and the environment, the Administrator, ori his motion, may at any time suspend or cancel
the registralion of a pesticide in accordance with the Act. The acceptance of ary name in connection with the re-
gistration of a product under this Act is not to be construed as giving the registrant a right to exclusive use of the
name or to its use if it has been covered by others,

The following paragraphs are applicable only when checked:
D The registration for thig product is being issued with the understanding that certain defects in the lubeling
which are noted below wiil be corrected as soon as possible. Objection ig not reige d to the use of the

present Iaheling for a reasonable period of time while fully corrected Isbeling is beisg prepared. Three
capies of the corrected labeling must be submitted,

O

-9

D Attachment is applicable.

EIONATURE OF APPROVING DFFICIAL DATE

EPA Form 8570-4 i4-73] REPLACES PR FORM 9228 LOCT, 19841 wHICH 13 ORSOLETE,
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 Note. that this sxibmm»n was’ pmcesssd and accapted under cirrent
| :_,k""ﬁ’ﬁw** -At.sdch tike as ve-registratfon 1s required or '

dments are proposad, the Registration, Re- sty ition and
fieation. ugdur;s. as gybﬂ;sﬁ in thergg ral’
; 1975, will be appiied. or to Section
+ Refer also to PR Notice 75-1.
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) - 1978

Rehab Groun Inc. Arlingion, va.
(703) 5917800  Zip 22204
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Enclsore # & (é)
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Review under revised $ec, 3 Reg. Yes

Wilia

Petition No.

Product bame ,
Comnany Ly, se.s

IRH

@A«C

Product Manager {name}: .

Type of Product:

Patition
New Product ~HNew Cham.

Type Submission~New Product 014 Chem
RS2 [

Amended Reg. Substantive

Paviews Needed Rec'd by E. fiross

Sent to Reviewer Date Completed

Amended Reg. Nonsubstantantive

Returned to PM

Mo

il

RET [

Completensss Reviesw

Review Labeling

Data Review

Haiver Reg.

f!!!!er

EEEB

) ‘
pA

FE Y I .

Data Review

Co’.teness Review X

Review Labeling o

Haiver Req.

Letter

L Y] *@%”:ﬁ ﬁ;’i« ﬁs’

F s

Fau
Compieteness Review

iew Labeling

Data Review

Haiver Reg.

Letter

M

Fouen,

I Y

| S—

Cofffeteness Review __ Data Review

Review Labeling

Waiver Reg.

Letter

||

TOX_BR.

e

Completeness Review Data Review B

Review labeling

Waiver Reg _

Letter

]

I

CHEM BR, [M _ !
Completeness Review : 2y
Review Labeling

Waiver Reg.
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] 1. REGISTRATION NUMBER eYcLE | 2. OATE RECEIVED

SUBMISS‘O]# REVIEW RECOF!D 6l .f_Vﬁ & - | ... j?, B v::

. 3. 3CI0 PUBLICATION HECESSARY 4, PETITION NOD, B. RECEIVED PM TEAM
MO AY il
E:] YES E:] HO I Dl Yl

NO. {6, PROJECTED RETURN

8., METHOD OF SUPPORT UCT MANAGER ]
O O e Z7Me: SoLBens BE T T

2.0ATEPULLED | 0. DATE PUBLISHED N TYPE -CODE 12.0UTQDH§G OATE
3 R2FHT Zesdm wssizns SELTTT T

DATE REVIEW COMPLETED
+ Fuw MEVIEWERA COM.
20 Begf - REVIEW TYPE CODE SIGNATURE OF REVIEWER MENT
i -9 (Initials)
L
P miwe. ¥
\ .
A RreEviEwABILITY TEAM e -

CEEFICACY REYIEW

¢ | PRODUCT MANAGER TEAM
. HUMAN SAFEYTY REYIEW I
D | PROOUCT MANAGER TE At En-

I YiROHMEHTAL SAFETY REVIEWN

B | PHODUCT MANAGER TEAM ’ C/I | :

& . E F'ROI:'#UC'T MANA@ER T&EAM
’ RESUBKISION REYIEW I

F | srobucy man sgEn

G| mireraceney rEFERRAL I
. H{ cosr.aenmeit neview

I | ruBLIc cOMMENTS REVIEW I

| CEE BRAMCN INSECTICIDE
EFFICACY

K | EEEZ BRAMCH HERBICIDE
eFFICACY

E2E BRANCH PUNBICIDE
L | ErFicacy

M EEE BRANCH ROQENTICIDE
EFfICACY

l
|
l
I
|
l
|
]
I
|
|

?j EEE BRANCH DISINFECTANTY ———— .
A Almlp ,&mﬁw olfl3l0171s”

CHEMISTARY BARANCH

0 | resiDUR CHEMIBTRY | ' | l

| b | EEEens || C
Q| Lo ekrgry e [ l ! l

T | R RERARAERSNO

.. || ‘- A
s | HERN
T - || . 1 I I
PRODUCT MANAGER BIGNATURE TYPE OF RESPDNEE GCODE

EPA Form $570-13 (3-78)




., .:.

SUBMISSION REVIEW RECORD

REGISTRATION NUMBER

1 CYCLE {2, BATE RECEIVED
7| o ] - !& '4|° mi* : -‘;-Iﬂ .
3:.&9-} o < .= ’ N :; é ‘ .

{3 TCID FUBLICATION NECESEARY

4, PETI ION NO

6, HECEIVED PM TEAM

D YESD [:! ND ITJ DTV v’n
8, METHOD OF BUPPORT 7 ?RBDUQT MJ\NAGE“ NO 8. PROJECTED HETURN
' g @ MG DAY YR
2A an " ze 4 -~
- - = S s ST # zm@ <= | |
§.DATE FULLED ; 10 DATE PUBRLIBHED |11, A?:EIQ;N TYPRE cODE |12, OUTGOING DATE
% Hi? | ' =
L o Il
R o REVIBWER
>d ISH8 REVIEW TYPE . copk
: T e

T

PROBUCT MANAGER SIGNATURE

TYPE OF RESPDNSE

CODE

EPA Form 83113 (378}

360




1. AEGISTRATION NUMBER CYCLE | 2. DATE RECEIVED
SUBMISSION REVIEW RECORD SFLs & . Niio Lk cg_ni.v - R
gl | L | - T4 10
. 3. 101D PUBLICATION HECESSARY 4. PETITION RO, 5. RECEIVED PM TEAM
MO QAY YR
[::] YES C} NO l ‘ |
6. METHDOD DF SUPPORT _?,AM’%E!Q:DUCT MANAGER . MG. |8, PRDJECTED RETURN
[ za £ 2e [Z 2c £ Ve ] M]O DTY Y[R
R i et |
2.0ATE PULLED] 10, DATE PUELI?HE’:D 11, AE‘”’QN TYPE CODE {12, QUTGDING DATE
Yl AT MO pAY YR
TE REVIEW COMPLE
L B REVIEWER DA LETED
ag a0 AEVIEW TYPE CODE
ali @0 '.N_(_m;rb;,] Mo DAY YR
A rReEVIEWABILITY TEAM i { .
g | PrRODUCT MANAGER TEAM
EFFICACY REVIEW I ] [
¢ | Prooucs ManasER TEAM
HUMAN SAFETY REVIEW I ! I l l
p | prooucy MAMAGER TEAM EHe %
VIRONMENT AL SAFETV REVIEW | | | : | ] |
g | ProoucT MANAGER YEAM
AESUBMIZSION REVIEW I I I | I
F [ proouct mansswnr J I . l 2 [ l
G| juTERAGENCY REFERRAL j | [/ I I
. H{ cost-aeneriT ReviEw I J I l ]
] { PUBLIC COMMENTS REYIEW I I I I I
J | EEE BRANCH INJECTICIOE
EFFICACY ) [ [ t 1 I
) Ex g BRANCN HERBICIDR & | -
K] grmicacy : I l . l l !
EEE BRANCH FUNGICIDE
L | erricacy I { I [ I
M| EEE BRANCR RopENTICIDE
M erricacy | | I ’ |
A LEE BRANCH DISINFECTANT e
8 F N | gFricacy l l _ I I
i . w3 B . N
CHEMISTRY 87 AN K
0 | mmstouz cHEMISTR { I I '
EEE BRANCH EHYIRON « :
P | ventaL cnEMisTRY I | I ! I
a | roxicoLosy srancH
HUMAN SAFETY ; | | l ] '
R | EEE BRANCH jnon-
MENTAL SAFE l l i I ’
s RN |
] l
T
- L] I l
PRODUCT MANAGER SIGNATURE TYPE OF RESPONSE COoDgE

EPA Form $570-13 {3-7%)




EPA Porm 657613 (3.78}
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R 1. HEGIBTRATION NUMBER CYCLE ]2, OATE RECE|VED
SUBMISSION REVIEW RECORD | & éf} g;ﬁf’ - )410 T g_le Ag #.IR e
2 ] O ] - = s Sy N
. [ 3. 4CIO PUBLICATION NECESSARY 4, PETITION NO., 8. RECEIVED PH TEAM
e h " DAY va
7} ves [ wno "i l l
8. METHOD OF SUPPORT _ ol LW A LTS DUCT MANAGER NOD, 8. PROJECTED RETURN
X A o MO oAY Y8
Ayt ) o3
B.BATEPULLED! 10. DATE ?UELNH!O . AF?IQN TYPE COLE | 12. BUTGOING DATE
g b g 9:‘ 1:* " L - PR T Fia s TAY H
,:33‘% = 3 RA f} :f’ff‘ oLEL S «?‘)ﬁ s‘)‘%ﬁf: _é«,‘? 5 . l i I
. ' TE REVIEW COMPLETE
i u; REVIEWER COM- DA W od
¢ GE A REVIEW TYPE COOR SIGNATURE OF REVIEWER MENT
=4 10 & fndeialn) CODE MO OAY v
. T e s L
A nwmwa;jmw TEAM i | l ‘ l
; g | ProoUCT a}tmmzn TRAM &
EFFICACY ARVIEW ‘ I I
3 . _ oot ﬁ"
PRODUCYT MANAGER TEAM
C | noman BAFET &nwmw ‘ l | |
' p | PropuCT MAN Aa LR TEAM TN
VIRONMENTAL SAFETY REVIEW I l I
g | prooucy manAaER TEAM
-_ RESUBMISBION REVIEW | I l I
' F | prooucr MANAGER - ] . l l
! _ G| inTRRAGENCY REFRRRAL l I |
. H| cosr.eunerit revigw I l '
il pusie :'BMM&N‘r';::Eﬁ;viéw l I I
EER anaucumsxc?lcms
3 | EFFiEACY e I ] l
&
Kigem { | |
ey am\ucn ruumcmz
L|erm N f I l
M| ZEE BRANCH RODENTICIOE
My grrFicacy ] I I
. F ERE BHANGH DISINFECTANT
$f N | erricacy I l : I
T eraisTRY. aR AN
O | resivux chEMis ﬁ% ] I I
1 p|zee BRANGH ENVIHON
= NT AL CHEMISTRY . l ' l
XICOLDGY BHANCH
Q Iugum SAFRTY . - | ] { l l
| EEE pRANCH f ViRGN
MENTAL EAFET [ l l l ‘
8
| L] Ll
2 T
. | ] | |
g . PROOUCT MANAGER BIGNATURE TYHE OF RESPONSE [Hele] ]
4
:




1 REGISTRAATION NUMBER CYOLE { & DATE RECEIVED
SUBMISSION REVIEW RECORD | e %:3 RIS Ao Mlo m[w "T
3, 3¢ID #“U BLECATION Nmssﬁﬂ? 4, PETITION NO, B, RECEIVED PM TEAM
[ ves [ »ia o;lw v]n
6. METHOO OF SUPPONT 7, EROLUCT MANAGER NO, 8. PROJECTED RETURN
£ 24 ML O 2 ,;'j::' & gy S ; : i [l ’T’ OT? \T
S.O0ATEPULLED| 13 DATE PUBLISHED 11. ACTION TYPE CODE |13, OUTBOING DATE
e o P ST e DAY YR
1 CATE REVIEW COMPLETED
REVIEWER .
>g dd AEVIEW TYPE CODE SIGNATURE OF REVIEWER S
aih [Ur0 {Initialy) COLE Mo DAy YR
A REVIEWABILITY TEAM l ! rx » l ‘ l
B | PROCUCT MANAGER TEAM
EFFICACY REVIEW l l I | I
c | ProoucT MANAGER TEAM
NUMAN SAFETY REYIEW I I I [ l
D | PRODUCT MANAGER TRAM EN-
VIRONMENTAL SAFETY REYIEW l l l | l
£ | PRODUCT MANAGER TRAM
RESUBIMIEHON REYIEW l I ’ J l
F | prooucT manaagr l l I l I
G | tNTERAGENCY REFERAAL ' l ' I l
H| cost-suneriT rREViEZW I ’ L l !
1| PUBLIC COMMENTS REYVIRW I I [ , I
J | BEEananch INSECTICIDE l I [ l ]
K | BEEanANCH HERBICIOE I i | J I
L | pEE BAANCH FUNZICIDE ] l i [ l
__M ZEE BRANCH RODENTICIDE [ l I I I
%;’k N | EEEBRANCH DIBNFECTANT l | i ] '
N 1 L
p | ZEE araneN zuvinoN . '
MENTAL CHEMISTHRY [ I | ’ I
o | ToHeSREL A 1 HERN
EEE BRANCH ENVIRON.
R wenvaL SAFETY J J I J ]
8
[ 1 | | f
T
| ] l |
PROOUCT MANAGER SIGNATURE TYPE OF RESPONSE COOE

EPA Forem 857013 {3-78]
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*Confidential Statement of Formula may be entitled to confidential treatment*



NOTE: Use a separate fom for each Formulation.

Applicant - keep the semnd copy for your files and forwsxd the original to EPA ot follov} mﬁ

- ITEM No.

< tE%%&

The complste chemical wmposiﬂon of each pmidde must be kaown so it can be walua?&é?@ pedstratt
Insccticide, Fungicide and Rodenticide Act. This information is also pecessaty to determine “the status of mgredwnts both
active and inert, under the Pesticide Chemicals Amendient to the Federal Food, Brug and Cogmetic Act,

This form fs dezigned for reporting the ingredienis used in the formulation of 2 pesticide. fis use will speed the review. It must
be completed and submitted with each EPA Form 8570-1, Application For New Registration Of A Pesticide, or with each
EPA Form 8570-2, Application For Amended Registration Of A Pesticide, if revision involves a formula change, or with each
EPA Form 8570-3, Application For Renewsi Registration Of A Pesticide.

If the complete chemical composition of formulated ingredients, either active or inert, used in this product’s formulationis -

not known to you, send a sepirate et of these forms for each ingredient to your Basic Supplier. When you do this, it iz im-

portant that you first fill in items 2 thru 8 so that we may positively identify the supplier’s product with your pesticide. The

Basic Supplier is then requested to complete ifems 1, and § thru 15, and submit the form to this Division. This statement is
reated confidentially. It cannot be used to support a customer’s (formulator’s) application for subsequent registration with-

out written anthorization from the Basic Supplier. g

1. If more than 1 page is required, number them “1 of 27, “1 of 3", ete.

2 Entertbcnmedateasﬂmm&am

3. Read instruction “B” above.

4. Enteﬂhenamemdﬁdrmofyom&m.

5. Enter the product name of this pesticide as it will appear on the finished label.
6. Enter the FPA Regittration Number or File Symbol if known.

7. Complete if required by instructon “C” zbove.

8. Cmnplctaﬁ'mqnhedbyinmucﬂon“c”abm

9. Completed only by Basic Supplier.

10. Com;:htedontyhyhmcSnpplkr. . '

il Lntﬁrstnllachwm@edmnummhmi@ed&ntseadxmthaexactorderastheywﬂlappearontbef‘mzﬂwdlabct. ;
When a formulated product is listed in the formula, name its basic manufacturer and give its EPA Registration Nov, if -

known, in paren!bm following the name of the product. (Also see instruction “C” above.) The trade name and manu- ;é; .

’ facturer of surfsctants and other sdjuvsats(dyes, emulsifiers, soivents, perfumes) must be listed. The complete chemical

composition of emulbsifiers and surfactants must be listed. Enclose the manufscturer’s name in parenthesis following the
product listed by trade name. (Also see instruction “C™ sbove.) If 2 dye or other coloring is used, state the color.

12. Enter the percentage by weight of each sctive and inert ingredient beside the ingredient to which it applies. The per-
centages by weight for the active ingredlents must agree with those appearing in the ingredient statement on the label. -
The sum of all percentages listed must oqual 100 percent.

13.  Self explanaiory.

14, Self explangtory.

I5. Self explanatory. ~
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~ . *Proprietary inert ingredient coding may be entitled to confidential treatment*

PRODUCT LABEL CODE A ‘}
] (Use thia forrn 1o oai r
I- ADD ONLY : 1
T . i i
; 3. MANUFACTURER 4. PRODUCT
1. CARD COOE 1 2. acTioN cooE | A 3 f?WW ﬂ_—
(ol 1} (Cols 3) (Cd. 3-8) . T (Cel, #-13)
tp vl 8. TYPE OF PESTICIOE 7. FORM B.CAT TOX {
5. DATE
(Col 14- 17) {Col, 18-38)  ° (Col, 36~ 39 (Caly 40) o
i Sl £
3. MAMUF ACTURER 4. PRODUCT )
»
: . & ~
Y. CARD COOE 2 2. acTion cooe | | ’ ds vl 7& i Vo Vit V7 ‘4 (Same &a Cerd 1) ]
(Cols 1) {Cola 2) (Col. 3-8 rCol, $=13) L
5., 6.INGREDIENTS AND PERCENTAGES
. _ 1
Ff) 2287 @ /7 e’?/lﬂ Sl @ * ' [ )
ts T a0 % 25 2z % 37 a0 43 44 % TS ’
157 CARD
4 l r
20 1% a4 % &1 ™E aT 1] % T3
S., 6,INGREDIENTS AND PERCENTAGES
| d C d : :
i 'Y 19 20 % 28 28 Y a2 % 37 P as as % s
' ZMO CARD

; * IT1T] I
20 [T Be ©1 CF) 27 a8 72

M i
j 5., b.INGREDIENTS AND PERCENTAGES ) i f,
L 1 J 2 s R '"""_@! E j
14 3] 20 % 29 11 1} 2 % a7 s . LA s % AR
. 3RD CARD . I
!_‘ _ .
! C K L] ' Aol
20 s k- [ 1] LH] 7 - = BT |
) f o
L_ EPA Hy Form T-46 (10-74) - _ R L) . ]




Pages 369-374*Confidential Statement of Formula may be entitled to confidential treatment*



Pages 375-376*Claimed confidential by submitter*



Pages 377-382*Confidential Statement of Formula may be entitled to confidential treatment*





